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BLOOD SAFETY AND AVAILABILITY

THURSDAY, SEPTEMBER 23, 1999

HOUSE OF REPRESENTATIVES,
COMMITTEE ON COMMERCE,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2322, Rayburn House Office Building, Hon. Fred Upton (chairman)
presiding.

Members present: Representatives Upton, Cox, Bilbray, Ganske,
Bryant and Strickland.

Staff present: Alan Slobodin, majority counsel; Anthony, Habib,
legislative clerk; Chris Knauer, minority counsel; and Brendan
Kelsay, minority clerk.

Mr. UpTON. Good morning, everyone. I apologize in advance for
my cold, my bad ears.

This morning the subcommittee holds the first of three oversight
hearings on the safety and availability of the U.S. blood supply.
The issue of the blood supply is not a remote one to any of us.
Every 3 seconds, a person needs blood. Michigan hospitals, as one
example, use a pint of blood every 43 seconds. According to one es-
timate, 95 percent of us will need a blood transfusion by the time
we’'re 75. And we expect the blood to be there and for it to be safe.

Recently, we have seen some anecdotal reports about blood short-
ages during certain times of the year in some areas of the country.
We have heard about elective surgeries postponed because of blood
shortages and increased risks to patients who may have an imme-
diate need for a transfusion. In one example last year, one third
of the 38 American Red Cross blood regions were down to only a
day’s supply of type O blood and nine regions were on emergency
appeal, meaning they had less than 1 day’s supply of type O blood.
In another example, this past winter about half of all U.S. blood
banks had less than a day’s supply.

In looking at the long-term trend, an internal memo dated July
2 of this year from the NIH noted, “A gradual decline has occurred
in blood donation by the U.S. general population over the past 10
years.”

Another internal NIH memorandum dated August 6, 1999,
states, “There is an immediate need to monitor the blood supply for
adequacy. The time is approaching when supply will become a safe-
ty issue.”

I ask unanimous consent that both of these memoranda be in-
serted in the record in their entirety.

[The information referred to follows:]

(D
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TO: Ruth Kirschstein, M.D., Deputy Director, NIH
FROM: Director, NHLBI
SUBJECT: Monitoring the US Blood Supply

In following up to Dr. Sachter’s memorandum of July 22, the NHLBI concur with
the importance assigned to monitoring the adequacy of the US blood supply, espe-
cially in view of the imminent deferral of potential donors who have spent time in
the United Kingdom.

The Institute is prepared to respond by arranging for monthly data collection from
a sample of blood collection centers, with analysis focusing on trends and possible
seasonal shortages. If Feasible, data will also be collected from transfusion services,
emphasizing the detection of shortages, if they occur, and their adverse effects, if
any, on patient care. The mechanisms by which this data collection will be sup-
ported are under review, but the cost seems unlikely to exceed $300,000 annually
and may be somewhat less.

Other PHS Agencies and parts of the private sector will be involved to ensure that
the data meet the needs of the government and of the blood collectors and that
there is a smooth transition between procedures used to satisfy immediate require-
ments and a long term solution to providing necessary blood data.

CLAUD LENFANT, M.D.

cc:
Dr. Alving
Dr. McCurdy

DEPARTMENT OF HEALTH & HUMAN SERVICES
NATIONAL INSTITUTES OF HEALTH
NATIONAL HEART, LUNG, AND BLOOD INSTITUTE

MEMORANDUM

Date: August 6, 1999

From: George J. Nemo, Ph.D.
Paul R. McCurdy, M.D.

Subject: Blood Data

To: Director, NHLBI
Through: Director, DBDR

The PHS has an immediate need to monitor the nation’s blood supply for ade-
quacy. This action is necessary to determine the effect of deferring blood donors who
have spent an aggregate of 6 or more months in the UK between 1980 and 1996.
This deferral policy will be activated by an FDA Guidance document which is ex-
pected to be released by the end of August. Other safety-related initiatives such as
the recent introduction of nucleotide amplification technology (NAT testing) are also
likely to have an adverse effect on supply, while improving safety. The time is ap-
proaching when supply will become a safety issue.

The NHLBI has long been aware of the limitations on information about the col-
lection and transfusion of blood. The Institute supported the data system of the
American Blood Commission (ABC) in the late 70s, but with drew that support be-
cause the ABC tried to accomplish too much and failed to provide useful data in
a timely fashion. One of the NHLBI SCOR programs in Transfusion Medicine pro-
vided considerable information for over a decade on the collection and use of blood
in the U.S. These data were not obtained frequently enough, however, for decision-
making purposes. The Institute also sponsored a workshop on blood data in 1989,
but its recommendations were never implemented.

To be most helpful, data to be collected must be carefully determined and exam-
ined in the light of detecting seasonal and other changes in supply and demand for
blood and its components. Thus, setting up data collection and analysis is a research
activity and well within the purview of the NHLBI. It is anticipated that in the fu-
ture, most likely in FY2002, the data system will be established to be contracted
for management by another agency as a service (e.g., CDC).

Hence, it is recommended that the NHLBI support through appropriate mecha-
nisms blood data collection and analysis to evaluate ways of accomplishing this ac-
tivity and to support necessary initiatives to improve blood safety while maintaining
an adequate supply.

Attached is a note addressing several issues relating to blood data collection and
analysis and a plan for the Institute to obtain blood data on a timely basis.

cc: Ruth Kirschstein, M.D.
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DEPARTMENT OF HEALTH & HUMAN SERVICES
PUBLIC HEALTH SERVICE
NATIONAL INSTITUTES OF HEALTH

August 3, 1999

TO: Assistant Secretary for Health and Surgeon General
FROM: Deputy Director, National Institutes of Health
SUBJECT: Procedures to Monitor the Blood Supply

Dr. Varmus has asked me to respond to your memorandum of July 21. Following
the meeting of the Blood Safety Committee on June 8, at which there was much
discussion about the likely reductions in the number of blood donations in the
United States, I met with Dr. Claude Lenfant, Director, National Heart, Lung, and
Blood Institute (NHLBI) , the staff of its Division of Blood Diseases and Resources
and Dr. Paul McCurdy, a consultant to Dr. Lenfant and to me. The following plan
is the result of those discussions:

The plan consists of six discrete activities, three of which, currently supported
by NHLBI, will be continued and three proposed new ones which can be imple-
mented after approval by the National Advisory Council of the Institute. De-
scriptions of the research plan are attached.

The current expenditures for FY1999 for the ongoing projects, #1, 2, and 6 and
the total proposed for FY2000 are:

FY99 FY2000

#1 and 2 $1,137,500 $500,000
#6 $180,000 Not determined as yet

The new projects, #3, 4, and 5, if approved by the Council, will start in fiscal year
2000 and are projected to be:

FY00 $1,638,347
FY01 $1,638,347
FY02 $1,165,786

As these studies progress, and in some cases, start, NIH will work with your office
and the Blood Safety Committee to assess the need for, and types of studies, to be
planned regarding blood donations.

RuTtH L. KIRSCHSTEIN, M.D.

Attachment

July 2, 1999

NHLBI RESEARCH PLAN TO INCREASE THE U.S. BLOOD SUPPLY

With demand for blood increasing and supply decreasing, the AABB National
Blood Data Resource Center estimates that overall demand will exceed supply in the
year 2000. The recent decision of the U.S. Public Health Service to recommend de-
ferral of donors who have visited and/or resided in the United Kingdom and the Re-
public of Ireland for a cumulative period of six months or greater between 1980 and
1996 will likely contribute to this problem.

Understanding why people donate blood is paramount to insuring the adequacy
and safety of the blood supply. The National Heart, Lung, and Blood Institute
(NHLBI) through its Retrovirus Epidemiology Donor Study (REDS) plans to conduct
a survey of donor motivations. Furthermore, the Institute plans to evaluate the use,
effectiveness, and safety of blood donation incentives. A study is also being devel-
oped to determine the feasibility of increasing the frequency of donations in repeat
blood donors by one donation per year. A longitudinal study is being planned on the
recruitment and retention of blood donors. Another project 1s being planned to deter-
mine the feasibility and cost effectiveness of using double red blood cell collection
by apheresis as a means of increase red cell donations. The Institute is also sup-
porting a study that is evaluating a computer-assisted interactive video donor
screening system. Brief descriptions of these studies follow.

1) Evaluation of the Impact of Recruitment Strategies on Blood Donation Behavior

Extensive literature exists on ways to recruit blood donors. However, few attempts
have been made to study the real-time interactions of blood centers with their do-
nors on a large scale, or to conduct controlled experiments to determine the positive
and negative impact of specific recruitment programs, especially those offering var-
ious forms of incentives. The primary goal of this study is to produce measurable
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improvement in donor recruitment efficiency as measured by new and repeat dona-
tiorﬁ behaviors in those subgroups, while monitoring any major changes in deferrable
risk.

In Phase I of the study, REDS will interact closely with a small group of mobile
blood collection units for approximately 6 months. The recruitment strategies used
for donors at a sample of these mobile units such as telerecruiting, direct mailing,
and media appeals will be documented and donor responses to these recruitment
strategies will be measured. A combination of mail and on-site survey techniques
will be used to measure prevalence of deferrable risk and, donor attitudes and re-
sponses to recruitment practices.

Based upon data derived from previous REDS Donor surveys and available data
from Phase I, four REDS blood centers will implement and evaluate experimental
incentive programs in Phase II of the study. In this phase, specific incentives and
promotional strategies such as cholesterol testing, gifts, or time off from work will
be provided to the same mobile units, with the goal of measuring the positive and
negative impact of these specific interventions. Prevalence of deferrable risk and re-
cruitment efficiency among sites that implemented new incentives programs will
then be measured and compared to similar data obtained in Phase I before imple-
mentation of the incentives. The survey instruments for this study are being devel-
oped. It is anticipated that the documents will be submitted to the office of Manage-
ment and Budget (OMB) in October 1999 and the study initiated in January 2000.

2) Study of donor Motivations

Little appears to be known about what motivates some people to become regular
blood donors, or why only about 39 percent of first-time donors return. Adequate in-
formation pertaining to donor motivation in various ethnic groups is also lacking;
data which would be valuable for minority recruitment efforts. With the current dif-
ficulties in maintaining an adequate blood supply, it is important to discern the rea-
sons behind people’s decisions to donate, so that better recruitment strategies can
be formulated.

The REDS group is in the process of developing a donor survey to examine moti-
vational factors. The survey will be conducted at all five REDS blood centers at both
fixed and mobile recruitment sites. Donors will be presented with a questionnaire
to be completed during the donation process. Previous REDS donor surveys have
yielded low response rates from certain groups of donors, such as first timers, mi-
norities, and the young. It is thought that using the approach of surveying donors
while they are still at the center will increase response rates for these groups and
be of minimal cost.

Approximately 37,000 donors will be surveyed over a 6-month period at the five
REDS centers. The survey will be identity-linked to enable follow-up of donors in
the REDS donation database. This will permit REDS investigators to compare ac-
tual donation behaviors to stated intent. Questions pertaining to motivational fac-
tors and demographic data will be collected. Blood centers will also track incentive
use and recruitment techniques at both mobile and fixed sites to permit evaluation
of the association between actual exposure to incentives and reported donor motiva-
tional factors. The survey document is currently being developed and will be sub-
mitted to the OMB in October 1999. The study 1s scheduled to begin January 2000.

3) Study to Increase Blood Donations

A study is being planned within REDS to increase the frequency of blood dona-
tions in repeat blood donors by one donation per year. For many years, data have
repeatedly shown that most blood donors give but once a year (50-70%, most recent
REDS data). If a second blood donation is given within 1-2 years of the first, the
individual is more likely to become a “regular donor,” defined as one who gives
every 1-2 years for several years. It is hypothesized that arranging for donors who
give 1-2 times yearly to donate blood once more per year is feasible and will increase
the blood supply and eliminate shortages.

The study would be conducted in two or more REDS blood centers. For a sample
of a blood center’s fixed and mobile sites, arrangements would be made for each
donor, while resting in the canteen after donating, to make an appointment for the
next donation (after 3-6 months). A reminder (card and/or call) will be sent before
the appointment. Control sites will have no such appointment plans. Endpoints
would be the number of donations at the test sites with an appointment system,
compared with those sites who use current procedures. This study will be conducted
at two REDS blood centers and is scheduled to be completed in two years.

4) Study on the Recruitment and Retention of Blood Donors

A gradual decline has occurred in blood donation by the U.S. general population
over the past ten years. As a result, recruitment and retention of donors is a top
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priority for virtually all of the nation’s blood collectors and each blood center now
spends an increasingly large proportion of their overall resources to maintain the
current supply.

What appears to be missing from this intense recruitment activity is a structured
approach to understanding the reasons why sub-populations of donors appear for do-
nation the first time, and why they appear for return donations with varying levels
of frequency. When stratified by demographic subgroups, improved understanding
of these factors should help to inform the design of experimental studies and dem-
onstration projects related to recruitment and retention and allow rapid transfer of
information to the field.

At the five REDS centers and three additional blood centers (chosen to represent
the overall U.S. population), a representative sample of approximately 25,000 active
donors will be invited to participate in a linked study of blood donation patterns.
The follow-up of each donor will last for two years. Two weeks following enrollment
and at six month intervals thereafter, mail surveys will be sent to study partici-
pants to gather information about donation experiences, blood donation recruitment
exposures (ads, telephone calls, sponsored donations, incentive offerings, etc.), reac-
tions to these exposures, rationale for becoming a donor in the first place and actual
or intended post-enrollment donation.

A subset of this study will involve the over sampling (an additional 10,000) of col-
lege-age donors to participate in a similar, but more targeted version of this study.
Surveys distributed to this subset of donors will include questions about donations
made during high school, donation patterns of their parents, how they were first in-
troduced to the donation experience, and what types of opportunities, fed back, or
appeals will encourage them to become lifetime donors.

5) Feasibility of Increasing Red Cell Donations using Apheresis Procedures

This project will study the use of double red blood cell (2RBC) collection by
apheresis as a means to increase red cell donations. The 2 RBC procedure collects
the equivalent of two whole blood derived packed RBC units from one donor in a
single procedure. Donors who give typically only once or twice a year, if recruited
to give 2RBC donations would effectively double their donations. This would be of
particular value for Rh negative donors and those with blood types always needed
such as group O.

Practical limitations have existed in the length of time required for 2RBC dona-
tions (35-40 min.), donor size and hematrocrit requirements, and relative cost of the
procedure. The costs of disposable collection equipment, however, have begun to de-
cline. The purpose of this project would be to demonstrate the feasibility of con-
verting whole blood donors to 2RBC donors, and that this conversion can be per-
formed in an economically feasible manner. This project will be conducted at two
blood centers and is scheduled to be completed within two years.

6) Computer-assisted Interactive Video Donor Screening

The Institute is supporting a grant program to develop an interactive, multimedia
video blood and plasma donor health history system; and to evaluate its acceptance
and feasibility in operational settings. The principal aims of the program are to im-
prove overall operational systems for screening donors and collecting blood and plas-
ma; and to improve the safety of blood and plasma supplies. these aims will be eval-
uated in two stages. In the initial stage, the interactive video screening software
will have no decision logic and the nursing staff will determine donor suitability
from the printed output of the screening system. In the final stage, it is planned
to integrate the interactive video donor screening system into the data management
system of the donor center resulting in a “paperless” health history assessment.

Mr. UpTON. We have become concerned, as have the blood bank-
ing community and public health experts, about the apparent tight-
ening of the blood supply. There seem to be several factors that are
contributing to this trend of an apparent tightening of our blood
supply: A growing population over 65 that will need more oper-
ations and thus more blood transfusions, younger generations do-
nating at lower rates than the past generations, and improved
screening and testing, to name just a few.

Officials in both the blood banking community and the govern-
ment have raised concerns about these trends. In response to these
concerns, Chairman Bliley asked the GAO to conduct an assess-
ment of the availability of the U.S. blood supply. We look forward
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to h(eizaring the GAOQO’s testimony on the supply and the demand
trends.

We're also pleased to have two experts, Marian Sullivan of the
National Blood Data Resource Center and Dr. James AuBuchon, of
the Dartmouth-Hitchcock Medical Center, who will also discuss the
matter.

At the same time concerns have been raised about the blood
shortages and the trends in the blood supply, a new Federal policy
will further decrease that blood supply. Last month, the FDA
issued a new policy that requires that individuals who spent a total
of 6 months or more in the United Kingdom between 1980 and the
end of 1996 be prohibited from donating blood because of concerns
over theoretical risk of spreading a new variant of CJD,
Creutzfeldt-Jakob Disease, or the human form of the mad cow dis-
ease.

This new donor exclusion policy was taken as a precaution since
little is known about this new variant of mad cow disease, how it
is transmitted, what the incubation period is and whether it is
transmissible through blood transfusions. However, the new policy
has been estimated to reduce the blood supply by 2.2 percent.

Chairman Bliley asked the GAO to analyze this policy and the
expected loss to the blood supply. The GAO will be testifying on
this new policy.

To alleviate blood shortages and especially to offset the expected
loss to the blood supply, the Department of HHS asked the FDA
and HCFA to identify a strategy to increase the blood supply by
easing restrictions on the distribution of blood collected from
hemochromatosis patients. This is an iron overload disorder that is
genetic and not a transmissible disease.

These patients are not less safe donors because of their disease.
However, because of their disease, these patients require blood re-
moval as therapy and most patients are charged for the removal.
A concern is that a financial incentive to donate at no cost, rather
than having blood removed therapeutically, might cause the donor
to be less truthful about acknowledging risk behaviors.

Ways are being considered to remove financial incentives for
these patients. Chairman Bliley again asked the GAO to evaluate
the potential impact of a change in policy to allow units of blood
collected from these patients to be distributed. The GAQO’s testi-
mony before us today will cover this area as well.

We'’re also pleased to hear the testimony from the Inspector Gen-
eral at HHS concerning error and accident reports. In May 1995,
the IG issued a report that concluded the FDA could improve the
safety of the blood supply by doing a better job of collecting data
on errors and accidents made by hospitals and blood banks.

The audit found that the FDA was not insisting that hospitals
and blood banks submit error reports in a timely fashion and that
FDA does not get these reports at all from unlicensed facilities that
handle about 10 percent of the blood used in the U.S. In contrast,
blood centers that account for about 80 percent of the blood supply
are covered by consent decrees that are required to submit error
and accident reports within 30 days.

The IG recommended that the FDA expedite regulations that
would be more specific about the timeframe in which reports are
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required to be submitted and that would require unlicensed blood
establishments to submit their reports. The IG will be testifying on
the status of the implementation of these recommendations.

Today we lay a foundation for oversight efforts. In future hear-
ings, we will have witnesses from the Department of HHS, as well
as the FDA and from the blood banking community.

I was a member of this subcommittee in the early 1990’s when
we investigated the contamination of blood supply with the AIDS
virus. Since that time, a number of measures have been taken by
the government and the blood banks to provide greater assurance
of safety.

They have also been technological advances such as nucleic acid
testing and viral inactivation that could make the blood supply
even safer. This subcommittee will continue to oversee blood safety
vigorously, with a watchful eye on availability.

I look forward to working with my colleagues on this sub-
committee, the administration, the blood banking community, the
public health and medical communities, and especially the patients
who receive blood transfusions, to provide absolutely the strongest
assurance possible for the safety and availability of the Nation’s
blood supply.

And I yield to my friend from Ohio, Mr. Strickland, for an open-
ing statement.

Mr. STRICKLAND. Thank you.

I thank you, Mr. Chairman; and I want to thank you for holding
these hearings. This is an important issue. It could potentially af-
fect every American citizen. And it is proper that we hold these
hearings to find out what we, as a Congress, need to do or can do
to make sure that our Nation’s blood supply is adequate and safe;
and I look forward to hearing from the witnesses. Thank you.

Mr. UpPTON. Mr. Bryant.

Mr. BRYANT. Thank you, Mr. Chairman.

I want to welcome all of those in the audience, including our
panel of witnesses. I have reviewed the qualifications and certainly
we have a very distinguished panel who are competent to testify
about the issues that are before us today, which has been said al-
ready twice this morning, this is a very important issue for this
country.

I must apologize that sometimes we have overlapping schedules,
and I will be in and out today. We are downstairs marking up a
bill in another subcommittee on the Commerce Committee, on
which I serve as well, and on the floor with a bill that has to do
with class action litigation, something that is very near and dear
to my heart, and I will have a role in that.

So all that to tell you I must leave after making the statement.
But I will try and get back and hear some of the testimony. I would
like to be available to ask some questions.

I know there are issues out there, and there appears to be some
conflict among our witnesses as to the adequacy—the state of our
current Nation’s blood supply, the effect on the new FDA policy re-
garding transfusions—or not transfusions, but obtaining blood from
people who have been to England, and the reporting requirements,
alllimportant matters that 'm sure this panel will discuss in de-
tail.
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But, again, I must apologize for missing this. I will have the op-
portunity to review your testimony if I should miss it. And I want
to especially thank the chairman of the Oversight Subcommittee,
Mr. Upton, for his foresight in having this hearing.

I mentioned to someone this morning as I came up, it’s about
blood safety, but you don’t think too much about that until you,
yourself, or someone in your family needs that blood, and then you
say I hope that blood is safe, and I trust that blood is safe.

But it’s good to have this hearing, and I appreciate, Mr. Chair-
man, you for calling this. And I yield back my time.

Mr. UpTON. Thank you.

Mr. Cox.

Mr. Cox. Thank you, Mr. Chairman.

The FDA has told us—in fact, Commissioner Jane Henney—that
blood safety is one of FDA’s top priorities; and today the purpose
of our oversight hearing is to ensure that is and remains the case.

Four years ago, the Office of Inspector General at the Depart-
ment of Health and Human Services completed a study and report
that recommended the FDA expand its use of error and accident
information; and, at the same time, the Public Health Service,
which is FDA’s oversight agency, agreed with that recommendation
and told Congress that there would be a proposed rule issued by
February 1996. But 1'% years later, there still had not been a pro-
posed rule issued.

Finally, in September 1997, that proposed rule was issued, but
we are told now that a rule in final form is going to be postponed
until sometime in 2001. And because we wish this to be a top pri-
ority, not a secondary priority, of FDA, we are concerned that the
reason given by FDA for delay of its final rule is “because of mul-
tiple public-health-related priorities of the agency”. In other words,
this isn’t a top priority. That’s the way I understand FDA’s state-
ment.

I'm sure we will be told today that it is and remains a top pri-
ority, but we will have to look to results rather than rhetoric. Error
and accident reports are the basis for FDA’s oversight of the blood
industry. Some 13,000 reports were filed last year, but there is in-
dication that they are still not on an overall systemic basis being
provided promptly. Furthermore, those establishments that do not
shift blood interstate—and thus are not subject to the licensing re-
gime—are not on a continuing basis, as was identified some 4 years
ago, submitting reports that provide data to FDA for its oversight
of the blood supply.

And when 10 percent of the blood supply is missing from this
equation, it raises obvious concerns of the establishments that are
unlicensed. Representing about 10 percent of the supply, they ac-
counted for only 1 percent of the report. So either the situation
with these establishments is completely different than with all of
the licensed establishments or we are simply not getting the infor-
mation from them, which is more likely the case.

So today’s hearing is properly focused on what FDA is doing now
and, even more importantly, what they’re going to do tomorrow
morning; and I think this panel of four is especially well-suited to
address those questions.

And I thank the chairman for scheduling the hearing.



9

Mr. UpTON. Thank you, Mr. Cox.

At this point it’s been noted we have a number of subcommittee
meetings this morning, and I would ask that all members of this
subcommittee under unanimous consent request be allowed to offer
as part of the record any opening statement that they may have.

At this point, without objection, so ordered.

[Additional statement submitted for the record follows:]

PREPARED STATEMENT OF HON. ToM BLILEY, CHAIRMAN, COMMITTEE ON COMMERCE

Mr. Chairman, thank you for these hearings concerning the safety and availability
of the Nation’s blood supply. Last June, I asked the General Accounting Office
(GAO) to conduct an assessment about the blood supply. I specifically asked the
GAO to provide: (1) information on recent trends in blood supply and demand, (2)
the expected impact on the blood supply by a new ban on donors who have traveled
to the United Kingdom, and (3) the potential impact on the blood supply from a
change in policy to make it easier to distribute units of blood collected from patients
with an iron overload disorder. I appreciate the GAO’s work and believe the GAQO’s
findings will provide a sound foundation for this Subcommittee to investigate in a
careful, fair, and balanced manner. In addition, the Office of Inspector General (IG)
at HHS, will report to the Subcommittee on the status of FDA’s implementation of
the IG’s recommendations concerning certain blood safety reports.

However, today’s hearings about blood, and the hearings to come, mean more to
me than just facts and figures. It’s about people’s lives. It’s about a young married
couple, Bruce and Kristina Wenger, of Hanover, Virginia, who were the first unre-
lated partial liver transplant case in the United States.

Four years ago, Bruce was diagnosed with a rare liver disease. By the beginning
of 1998, Bruce was about to die from this disease and would have left his young
wife and infant son. But his wife, Kristina, volunteered to donate part of her liver.
Tests showed her liver was compatible. On Valentine’s Day 1998, 60 percent of
Kristina’s liver was removed and transplanted into Bruce. The transplant team was
led by Dr. Robert Fisher, director of the liver transplant program at Virginia Com-
monwealth University’s Medical College of Virginia.

During the operation Bruce received five pints of packed red cells. Kristina didn’t
receive any blood products: Her own blood was recycled. According to the blood bank
at the Medical College of Virginia, partial liver recipients use an average of 40 blood
products, including red cells, fresh frozen plasma and platelets.

Bruce is now back at work part time as an estimator for a homebuilder. Kristina
is a Captain in the Marine Corps Reserves and a full-time mom. Bruce was kept
alive for his son, Bruce Jr. And I am delighted to report that last week the Wengers
had their second child. The transplant, and the blood transfusion that made it pos-
sible, were gifts of life and love.

Throughout the years, hundreds of thousands of people in my district like Bruce
have needed blood during operations. The good news is that the blood supply has
never been safer, with more advances coming to improve blood safety. But blood still
has risks. We still must be vigilant on safety. However, the greater challenge now
appears to be on the supply side. Our task is to ensure that the blood is there and
that the blood is safe.

As we learn more about blood, and look at ways to improve the quantity and qual-
ity of the blood supply, my thoughts will be with the people. People like Bruce and
Kristina Wenger.

Mr. UpPTON. At this point, we would like the witnesses to come
forward: Janet Heinrich, Associate Director of Health Financing
and Public Health Issues at GAO; Thomas Roslewicz, Deputy In-
spector General for Audit Services at the Department of Health
and Human Services; Marian Sullivan, Executive Director of the
National Blood Data Resource Center; and James AuBuchon, Pro-
fessor of Pathology and Medicine at Dartmouth-Hitchcock Medical
Center.

As you all know, this is a subcommittee where we take testimony
under oath. Do you have any objection to that?

[Witnesses sworn.]
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Mr. UpTON. Youre under oath and you may have a seat. Your
statement will be made part of the record in its entirety. We would
like, if we can, to limit your statement or your opening to 5 min-
utes or so.

Dr. Heinrich, we will start with you. Thank you for coming.

TESTIMONY OF JANET HEINRICH, ASSOCIATE DIRECTOR,
HEALTH, EDUCATION AND HUMAN SERVICE DIVISION, GEN-
ERAL ACCOUNTING OFFICE; THOMAS D. ROSLEWICZ, DEP-
UTY INSPECTOR GENERAL FOR AUDIT SERVICES, ACCOM-
PANIED BY JOSEPH GREEN, ASSISTANT INSPECTOR GEN-
ERAL FOR AUDITS, PUBLIC HEALTH SERVICE AUDIT DIVI-
SION, DEPARTMENT OF HEALTH AND HUMAN SERVICES;
MARIAN T. SULLIVAN, EXECUTIVE DIRECTOR, NATIONAL
BLOOD DATA RESOURCE CENTER; AND JAMES P.
AUBUCHON, PROFESSOR OF PATHOLOGY AND MEDICINE,
DARTMOUTH-HITCHCOCK MEDICAL CENTER

Ms. HEINRICH. Thank you very much.

Mr. Chairman and members of the committee, I am pleased to
be here today as you discuss the availability

Mr. UpTON. If you could just move the mike just a little closer.
Thank you.

Ms. HEINRICH. As you discuss the availability of blood to meet
the Nation’s requirements, as well as recent and proposed FDA pol-
icy changes regarding blood donations.

At the committee’s request, we have examined trends in the Na-
tion’s blood supply, the effect of a ban on donors who have traveled
to the UK and the potential effect of policy changes to allow blood
collected from people with hemochromatosis to be distributed. And
we did issue a report to you earlier this week.

I will focus on the trends in the blood supply and our analysis
of the policy changes recommended by HHS. We found that while
there is concern for shortages of certain blood types, seasonal pat-
terns and occasional shortages in certain regions of the country,
the blood supply, as a whole, is not in crisis. The blood supply has
decreased over the last decade, and there is some evidence that, in
recent years, the demand for blood has increased. However, any
conclusions about the trend in the blood supply are hampered be-
cause information about the supply has not been gathered rou-
tinely. The last survey was conducted in 1998.

The total decrease in units collected between 1994 and 1997 was
5.5 percent, according to the National Blood Data Resource Center.
Most of this decline was in donations targeted for specific individ-
uals, especially autologous collections taken from individual pa-
tients for personal use prior to surgery, rather than in the allogenic
or community supply of blood available to anyone.

During the same period, there was a decrease in the community
supply of about 2 percent. We believe that the NBDRC study over-
states the decline in the blood supply. Overall, the blood banking
system had an adequate supply to meet increasing demand as total
units transfused increased by 3.7 percent during the same period.

The supply cushion is growing smaller. Blood centers gave us
data showing less than 1 day’s supply on hand for some blood
types, such as O & B in some regions this summer. Blood centers
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have no incentives to collect more blood than can be used. In 1997
only about 4 percent of the allogenic blood supply expired before
being transfused.

With 93 percent of available supply used in transfusions, blood
centers state that they are below the comfort level in many regions.
Blood banks can mitigate the effects of local blood shortages by
transferring blood from regions with an excess supply to those with
shortages. The American Association of Blood Banks National
Blood Exchange and the American Red Cross together moved about
1.1 million units of blood between blood centers last year.

Estimates of the future demand for blood are uncertain. Blood
banks want to ensure that trauma patients and others who may re-
quire many units of blood can be promptly treated whenever the
need arises. Persons that are 65 and older receive twice as much
blood per capita as young individuals, so we do expect that the
aging population may increase the demand. Further, the number
of surgical procedures that require blood or blood products are in-
creasing.

On the other hand, some evidence indicates that the use of blood
can be substantially reduced without effecting clinical outcomes.
For example, the amount of blood used for hospitals vary widely,
and at least one pilot program has shown that the use of blood can
be substantially reduced without affecting the clinical outcomes.

Improved surgical techniques and better understanding of the
clinical thresholds that trigger blood transfusions has reduced the
demand for blood in some instances as well.

In response to concerns for the safety of the blood supply, FDA
has issued a guidance recommending that collections be prohibited
from donors who traveled or resided in the UK for a total of 6
months or more between 1980 and 1996 because of the theoretical
risk of transmitting new variant CJD through blood transfusions.

Transmission by blood in humans has not been documented, al-
though animal research suggests that infection by blood is theoreti-
cally possible. The 6-month residence interval was selected to bal-
ance the twin goals of minimizing losses in blood and eliminating
as much risk as possible.

Would you like me

Mr. UpTON. If you can.

Ms. HEINRICH. [continuing] to summarize?

Mr. UPTON. Yes, that would be great.

Ms. HEINRICH. The other policy that you asked us to evaluate
was making hemochromatosis patients available to donate blood.
We estimate that that might mean that we have 300,000 units, 3
million units, it’s very hard to estimate exactly how much. There
are concerns, though, about financial incentives for these individ-
uals to donate blood because of the issues of cost incentives that
must be addressed before the inclusion of hemochromatosis pa-
tients blood enter the community supply. We are concerned about
how quickly this blood would be available.

This concludes my prepared statement, Mr. Chairman. I will be
happy to answer any questions.

[The prepared statement of Janet Heinrich follows:]
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PREPARED STATEMENT OF JANET HEINRICH, ASSOCIATE DIRECTOR, HEALTH FINANC-
ING AND PUBLIC HEALTH ISSUES, HEALTH, EDUCATION, AND HUMAN SERVICES Di-
VISION, GAO

Mr. Chairman and Members of the Subcommittee: I am pleased to be here as you
discuss the availability of blood to meet the nation’s requirements as well as recent
and proposed policy changes regarding blood donation that may affect the future
supply.

A recent report by the National Blood Data Resource Center (NBDRC), a group
representing blood banks, projected that the demand for blood will outstrip the
available supply by next year. At the same time, the Department of Health and
Human Services (HHS), which oversees the nation’s blood supply, has initiated a
major policy change—and is considering another—that could further affect the blood
supply. Specifically, the Department’s Food and Drug Administration (FDA) has rec-
ommended prohibiting blood donations from individuals who spent a total of 6
months or more in the United Kingdom between 1980 and the end of 1996 because
of concerns over the possible transmissibility of new variant Creutzfeldt-Jakob dis-
ease (nvCJD), the human form of “mad cow” disease. HHS has also proposed remov-
ing barriers to donation by individuals with hemochromatosis—an iron-overload dis-
ease that may be treated by drawing blood—to make up some of the loss in blood
donations from the decreases in donations and losses that may result from the U.K.
donor exclusion.

In light of these developments, you asked us to discuss the results of our recent
correspondence on the blood supply.! In that report, done at the Committee’s re-
quest, we provide information on (1) recent trends in blood donation and the de-
mand for blood transfusions, (2) the expected effect of a ban on donors who have
traveled to the United Kingdom, and (3) the potential effect of policy changes to
allow units of blood collected from individuals with hemochromatosis to
bedistributed. The points I will present today are discussed in more detail in the
correspondence.

In summary, we found that, while there is cause for concern about shortages of
certain blood types or in certain regions, the blood supply as a whole is not in crisis.
We believe that the NBDRC study overstates the decline in the blood supply. Most
of the decline found by NBDRC was in donations targeted for specific individuals,
rather than in the community supply of blood available to anyone in need. Further,
the projection of a shortage relies on data from only 2 years. The U.K. donor exclu-
sion policy has been estimated to reduce the blood supply by approximately 2.2 per-
cent. Blood banks fear that the actual loss due to this exclusion will be greater, but
it is not possible to assess the validity of their concerns. Estimates of the potential
increase in the blood supply from donations by individuals with hemochromatosis
vary widely, from 300,000 to 3 million units. Regardless, use of such donations will
require changes to current regulations, which may delay their availability for some
time.

BACKGROUND

About 8 million volunteers donate approximately 12 million units of whole blood
each year. Sixty percent of the population is eligible to donate, and about 5 percent
of the eligible population actually donate each year.2 There are four sources of whole
blood from volunteer donors for transfusion. The first, allogeneic donations, is the
most important category, accounting for roughly 90 percent of the blood supply.
Blood from allogeneic donations is available to any patient in need, and efforts to
increase the blood supply usually focus on increasing participation in blood drives
or otherwise raising the number of allogeneic collections. Second, autologous collec-
tions involve blood taken from patients before a medical procedure for their own
use. Third, directed collections involve blood donated for use by a particular patient.
A small portion of the autologous and directed collections ultimately are “crossed
over” to the general supply. Finally, less than 2 percent of the total blood supply
is imported.

Blood banks maintain a supply cushion to meet the uncertain demand for blood.
Local demand for particular blood types varies over the course of the year, and blood
banks want to ensure that trauma patients and others who may require many units
of blood can be treated promptly whenever the need arises. The supply cushion

1Blood Supply: Availability of Blood to Meet the Nation’s Requirements (GAO/HEHS-99-187R,
Sept. 20, 1999).

2To be eligible to donate, a person should be at least 17 years of age, weigh at least 110
pounds, be in good physical health, and pass a physical and medical history examination.
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means that some blood is discarded—in 1997, for example, about 4 percent of the
allogeneic blood supply expired without being transfused.

New variant CJD is a chronic, progressive neurodegenerative disease that is in-
evitably fatal. It has a long, but unknown, incubation period. As of August 1999,
there had been 43 confirmed cases—41 in the United Kingdom, 1 in France, and
1 in Ireland. It is suspected that all of these individuals contracted nvCJD from eat-
ing contaminated tissues from cattle infected with bovine spongiform
encephalopathy (“mad cow” disease) in the United Kingdom, probably prior to 1990.
Estimates of the number of U.K. residents who will ultimately manifest nvCJD
range from the hundreds to more than 500,000. In the United States, there have
been no documented cases of nvCJD.

Hemochromatosis is the most common genetic disease in Americans of European
descent—about 1 in 10 may carry the gene for this disease, and as many as 1 mil-
lion Americans have evidence of hemochromatosis.® The proportion of individuals,
however, who have the mutations associated with hemochromatosis and later de-
velop the disease is unknown because not all of these individuals become ill. Treat-
ment of hemochromatosis has two phases: (1) iron depletion therapy, in which the
patient receives a therapeutic phlebotomy, or drawing of blood, about 1 to 2 times
a week for several months up to 3 years to remove excessive iron stores, and (2)
maintenance therapy, in which the patient continues to undergo therapeutic
phlebotomies but less frequently (2 to 6 times a year) to keep body iron stores low
and iron levels normal for the remainder of the patient’s life.

RECENT TRENDS IN SUPPLY AND DEMAND

The blood supply has decreased over the last decade, and there is some evidence
that in recent years the demand for blood has increased. However, any conclusions
about the trends in the blood supply are hampered because information about the
blood supply has not been gathered routinely. The last systematic survey of the
blood supply was conducted by NBDRC in 1998, which measured units collected and
transfused in 1997. NBDRC will release the results of a new survey of blood collec-
tions this November, and the National Heart, Lung, and Blood Institute of the Na-
tional Institutes of Health (NIH) has recently arranged for NBDRC to collect data
on blood donations on a monthly basis from a sample of blood centers.

Earlier this year, NBDRC projected that the demand for blood will outstrip supply
by next year.# We found that current evidence indicates the blood supply has de-
clined more slowly than assumed for that projection. NBDRC’s projection rests on
the overall 5.5 percent decrease in the blood supply from 1994 to 1997, and on the
observed 3.7 percent increase in the number of units transfused during those years.
(See table 1.)

Table 1: Blood Supply Trends

Percent

1989 1992 1994 1997 change

(1994-1997)
Total units collected .... 14,229,000 13,794,000 13,340,000 12,602,000 -5.5
Total community supply 13,296,000 12,303,000 12,075,000 11,837,000 -2.0
Total units transfused 12,059,000 11,307,000 11,107,000 11,517,000 +3.7

Our analysis of the blood supply data found that the 5.5 percent figure suggests
a more serious decline than actually occurred in the community supply of blood
(available to anyone in need). Most of the 5.5 percent decrease came from a drop
in blood not included in the community supply, which decreased only about 2 per-
cent from 1994 to 1997. The number of units designated for particular transfusion
patients, both autologous and directed donations, decreased by 37 percent from 1994
to 1997, accounting for two-thirds of the overall 5.5 percent decline. Indeed, there
was andeven larger decline in the number of such units that had been collected but
not used.>

3There are two genetic mutations, C282Y and H63D, associated with hemochromatosis.
(C282Y is considered the major mutation; fewer data are available on the prevalence of
hemochromatosis in other populations.

4This projection did not consider the consequences of excluding travelers to the United King-
dom from donating blood or of any other policy changes that may affect the blood supply.

5The number of autologous and directed units collected but not transfused dropped 63 percent
between 1994 and 1997.
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While other evidence seems to indicate that the blood supply cushion has nar-
rowed, it is difficult to determine if shortages are worse now than in earlier years
because blood banks have no incentive to collect more blood than can be used. The
American Red Cross informed us that the number of days’ supply decreased below
the comfort level in many of its centers and gave us data showing less than 1 day’s
supply on hand for some blood types in some regions at one point this summer.
America’s Blood Centers reported anecdotal evidence of shortages in many of its af-
filiated blood banks this year. Shortages occur more frequently in some regions, as
do shortages of blood types O and B. Furthermore, the 1998 NBDRC survey found
that at least some surgeries and medical procedures have been postponed due to
blood shortages. Specifically, 8.6 percent of the hospitals surveyed indicated that
elective surgeries were cancelled on 1 or more days in 1997 due to blood shortages;
24.7 percent of hospitals said that they were unable to meet nonsurgical blood re-
quests on 1 or more days in 1997.6

Blood banks can mitigate the effects of local blood shortages by transferring blood
from regions with an excess supply to those with shortages. The American Associa-
tion of Blood Banks’ National Blood Exchange and the American Red Cross together
moved about 1.1 million units of blood between blood centers last year. This blood
is purchased by centers in shortage areas from centers with surpluses of particular
types of blood.

Estimates of the future demand for blood are also uncertain. On the one hand,
persons aged 65 and older receive twice as much blood per capita as younger indi-
viduals, so the aging of the population may increase the demand for blood products.
Further, some procedures requiring blood are being performed with increasing fre-
quency, and the range of treatments requiring blood or blood products is increasing.
On the other hand, some evidence indicates that the use of blood can be substan-
tially reduced. The amount of blood used for the same procedures varies widely
among hospitals, and at least one pilot program has shown that clinical outcomes
would not be affected if the use of blood were substantially reduced. Similarly, im-
proved surgical techniques and better understanding of the clinical thresholds that
trigger blood transfusions has reduced the demand for blood in some instances.

EXPECTED EFFECT OF EXCLUDING DONORS WHO HAVE RESIDED OR TRAVELED IN THE
UNITED KINGDOM

Last month, FDA issued guidance recommending that collections be prohibited
from donors who had traveled or resided in the United Kingdom for a total of 6
months or more between 1980 and 1996—because of the theoretical risk of transmit-
ting nvCJD through blood transfusions—which has raised concern among some
about the effect such a policy would have on the blood supply. FDA will review this
policy at 6-month intervals, to consider any new scientific information and the pol-
icy’s effect on the blood supply.

While it has not been shown that nvCJD is transmissible by blood transfusion,
animal research suggests that infection by blood is theoretically possible—in some
cases, direct injection of blood from a contaminated animal into the brain of another
has caused infection. However, no cases of transmission by blood in humans have
been documented. In the United Kingdom, 4 donors subsequently diagnosed with
nvCJD gave blood that was transfused into 10 recipients. None of these recipients
have developed nvCJD to date, although they may later because of the long incuba-
tion period.

Effect on the Blood Supply

The 6-month U.K. residence interval was selected to balance the twin goals of
minimizing losses to the blood supply and eliminating as much risk as possible. A
survey of blood donors by the American Red Cross found that 23 percent of donors
had traveled to the United Kingdom between 1980 and 1996. Only one-fifth of the
blood-donor travelers had been in the United Kingdom for more than 30 days, and
just 1 in 10 of them had a cumulative stay of 5 months or more. The Red Cross
analysis estimated that the 6-month exclusion criterion would result in a 2.2 per-
cent reduction in the blood supply and eliminate 87 percent of the risk of collecting
blood from a person infected with nvCJD.

Blood banks have expressed concern that this exclusion will result in more than
a 2.2 percent loss. First, there is the possibility that some potential donors will fail
to attend to the details of the policy and not donate blood even though they are eli-
gible to do so. For example, donors who traveled to the United Kingdom only in

6 Among all hospitals responding to the survey, the mean number of days with surgeries can-
celled was 0.44 and the mean number of days with unmet nonsurgical blood requests was 2.1.
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1997 may stop donating even though they remain eligible to do so. Second, there
is concern that potential donors may become discouraged because their friends or
neighbors are excluded, heightening the sense that it is difficult to pass all the
screening criteria for giving blood. Third, there is worry that excluded U.K. travelers
will not return to donate blood if, and when, the restriction is lifted.

Blood banks are also concerned about other burdens imposed by this exclusion.
For example, according to research conducted by the American Red Cross, donors
who resided or traveled in the United Kingdom are disproportionately repeat do-
nors. Without these donors, the blood banks will need to recruit a large number of
first-time donors to replace them because first-time donors are roughly twice as like-
ly to have disqualifying medical conditions as regular donors. Second, the effect will
vary by blood center, as those with a larger proportion of U.K. travelers will lose
more of their donors than other blood collection centers. The Red Cross survey found
that the proportion of donors affected in some blood centers were 35 percent greater,
and others 50 percent less, than the overall average.

Risk Reduction

Estimates of the degree of risk reduction achieved by this exclusion are problem-
atic. First, the degree of potential risk to be mitigated is unknown. Second, because
the prohibition applies only to future donations, some blood from donors who would
now be excluded has entered the blood supply in the recent past. Third, because so
little is certain about how nvCJD is acquired, estimates of the beneficial effect of
any prohibition threshold—other than a complete ban on potential donors who have
traveled to the United Kingdom at all—are uncertain. For example, the Red Cross
estimate assumed that the risk of acquiring nvCJD increased directly with each day
spent in the United Kingdom. Any change in this assumed relationship would lead
to a significantly different risk reduction estimate. Indeed, HHS told us that the De-
partment did not totally agree with the Red Cross risk formulation and that its
choice of the 6-month threshold was based on other information. In particular, HHS
told us that all of the individuals in the British cases (41 of the 43 known cases)
were born in the United Kingdom and resided there for at least 10 years between
1980 and 1996; thus, the Department reasoned that any exclusion threshold of 1
year or less would reduce the presumed risk tenfold or more.

POTENTIAL FOR BLOOD DONATIONS FROM INDIVIDUALS WITH HEMOCHROMATOSIS

In April 1999, the Public Health Service’s Advisory Committee on Blood Safety
and Availability recommended that policy changes be made to allow blood collected
from individuals with hemochromatosis to be distributed for transfusion.” Making
hemochromatosis patients eligible to donate would essentially guarantee an in-
creased number of donors because they have to periodically have blood drawn to
treat their condition. Members of the advisory committee concluded that blood prod-
ucts from individuals with hemochromatosis carry no known increased risk to recipi-
ents. Therefore, they recommended that HHS change its policies and remove any
barriers to the use of this blood. At the same time, the advisory committee rec-
ommended that HHS take steps to eliminate any financial incentive for these indi-
viduals to donate blood. Since individuals with hemochromatosis may have to pay
to have their blood drawn through therapeutic phlebotomy, 8 there would be a finan-
cial incentive to avoid this cost by donating blood. Unless this incentive is removed,
FDA is concerned that these potential donors will not truthfully answer screening
questions about risk factors that would disqualify them from donating, thereby com-
promising the safety of the blood supply.

According to one survey, most individuals with hemochromatosis are insured or
partially insured for therapeutic phlebotomies. However, even though therapeutic
phlebotomies are necessary medical treatment for some individuals, insurance does
not always cover the costs. The average cost of the procedure per unit of blood
ranges from $52 at blood centers to $69 at physician offices and $90 at hospitals,
with an average out-of-pocket cost of $45 for all respondents to the survey.® These

7Hemochromatosis is a disease of iron regulation that results in excessive iron absorption and
accumulation, leading to organ damage. The human body cannot excrete excess iron, so it re-
mains in the body unless it is lost through menstruation, childbirth, hemorrhage, or blood dona-
tion. Iron is highly toxic when an excessive amount is absorbed. Some clinical chronic conditions
associated with hemochromatosis include severe fatigue, diabetes mellitus, heart disease, cir-
rhosis of the liver, and cancer.

8Therapeutic phlebotomy is the removal of a full unit of blood from an individual, about 500
mls, for the purpose of treating a disease.

9S. M. McDonnell and others, “A Survey of Phlebotomy Among Persons With
Hemochromatosis,” Transfusion, Vol. 39 (1999), pp. 651-6.
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out-of-pocket costs are a financial incentive for persons with hemochromatosis to not
disclose any disqualifying conditions and volunteer for blood donations. In one
study, 37 percent of the hemochromatosis patients surveyed reported being vol-
untary donors before their diagnosis and 54 percent of the individuals attempted to
donate blood after diagnosis.1® The results from the National Donor Research and
Education Study sponsored by NIH show that about half of the individuals who re-
sponded that they had hemochromatosis (only 0.4 percent of those surveyed) were
volunteer donors. At present, there is no routine screening for this disease.

In the United States, blood obtained by therapeutic phlebotomy from individuals
with hemochromatosis is currently discarded. Although hemochromatosis is inher-
ited, not transmitted, and there is no evidence that the use of hemochromatosis
blood for transfusion carries any risks to the recipients, 1! hospitals and physicians
hesitate to use this blood. FDA permits the use of blood from individuals with
hemochromatosis, as long as they meet the same donor suitability criteria as any
other donor, but it requires that this blood be labeled as coming from a
hemochromatosis donor, which effectively impedes the use of this blood. Some in the
U.S. blood industry consider hemochromatosis donors to be the same as paid donors,
implying a decreased level of safety.12 In 1996, the American Association of Blood
Banks issued standards discouraging transfusion of blood from donors who had
therapeutic phlebotomies. Because many blood centers conform to these standards,
thisb;lxolhcy effectively excludes most individuals with hemochromatosis from donat-
ing blood.

FDA has agreed to make the necessary regulatory changes to remove barriers to
donation once financial incentives for hemochromatosis patients are removed.13
There are several different requirements that would need to be changed. FDA cur-
rently requires an 8-week interval between donations to prevent iron depletion of
donors, but individuals with hemochromatosis at the initial stage of treatment un-
dergo therapeutic phlebotomies 1 to 2 times a week. FDA also requires blood from
therapeutic bleeding, including for hemochromatosis, to be labeled with the disease
for which the bleeding was performed, which discourages health care providers from
using this blood.

As an initial step, FDA recently agreed to consider case-by-case exemptions to ex-
isting regulations on blood labeling and frequency of blood collection for blood estab-
lishments that can verify that therapeutic phlebotomy for hemochromatosis is per-
formed at no expense to the patient. However, FDA officials have publicly stated
that in making these exemptions, they will require a commitment from blood collec-
tion facilities to concurrently provide safety data, including viral marker rates, inci-
dence of transmissible infections based on seroconversion rates, frequency of
postdonation reports of undisclosed risks, and reports of adverse events.

Individuals with hemochromatosis have the potential to make up some of the loss
in blood donations due to the U.K. donor exclusion policy. Estimates of increases in
the blood supply through donations by these individuals vary widely, from 300,000
to 3 million units—although the former is generally considered a better estimation.
Regardless, changes to current regulations affecting blood from hemochromatosis
patients will occur considerably later than FDA guidance to exclude donors, which
has already gone into effect. It seems unlikely that the issue of coverage of thera-
peutic phlebotomies by insurers will be quickly addressed and that anything less
than full reimbursement may be considered undue donor incentive. Therefore, un-
less blood centers absorb the costs of providing therapeutic phlebotomies to persons
with hemochromatosis, it is also unlikely that FDA will revise current regulations.

CONCLUSIONS

On the basis of the information we reviewed, we conclude that the blood supply
is not in crisis. However, there is cause for concern about the possibility of some
regional shortages and shortages of some types of blood. These may be exacerbated
somewhat by the U.K. donor exclusion policy, which will affect blood banks dif-

10S. M. McDonnell and others, “A Survey of Phlebotomy Among Persons With
Hemochromatosis.”

11The processing of whole blood units into packed red cells removes most of the iron-enriched
serum.

12Data show that blood from paid donors is more likely to transmit disease than that from
volunteer donors; R. A. Sacher, “Hemochromatosis and Blood Donors: A Perspective,” Trans-
fusion, Vol. 39 (1999), pp. 551-4.

13The American Association of Blood Banks has also indicated that, if FDA changes the regu-
lations, it would make changes to its standards related to the use of blood from patients with
hemochromatosis, so that centers could remain in compliance with the association’s require-
ments.
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ferently. Potential additions to the blood supply from hemochromatosis patients can-
not occur for some time, since blood from these individuals will not be entered into
the community supply until issues related to who pays the costs of therapeutic
phlebotomies are resolved and regulatory changes are implemented.

This concludes my prepared statement, Mr. Chairman. I will be happy to respond
to any questions that you or Members of the Subcommittee may have.

CONTACTS AND ACKNOWLEDGMENTS

For future contacts regarding this testimony, please call Janet Heinrich at (202)
512-7119. Key contributors to this testimony include Marcia Crosse, Martin T.
Gahart, and Angela Choy.

Mr. UpTON. Thank you very much.
Mr. Roslewicz.

TESTIMONY OF THOMAS D. ROSLEWICZ

Mr. RosLEwICZ. Thank you, Mr. Chairman.

If I may, I would like to invite Mr. Joseph Green to join me at
the table. He is the Assistant Inspector General for Audits at our
Public Health Service Audit Division.

Mr. UpTON. That would be fine. I need to swear him in as well.
I should have.

Mr. RosLEwICZ. His staff was responsible for this audit.

[Witness sworn.]

Mr. RosLEwIcz. Thank you, Mr. Chairman.

Mr. UpTON. Thank you.

Mr. ROSLEWICZ. I'm pleased to discuss the results of our work re-
quested by the subcommittee concerning the Food and Drug Ad-
ministration’s error and accident reporting process for blood.

Errors and accidents are events occurring in blood establish-
ments that may affect the safety, security or potency of blood and
blood products. Examples include incorrectly labeling blood prod-
ucts or shipping the unit that has repeatedly tested reactive to a
viral marker test, such as human immuno deficiency, HIV virus.

According to FDA, it is important that the agency receive error
and accident reports from blood establishments so that it can accu-
rately monitor actions taken to respond to problems and facilitate
a rapid response where the public health may be at risk. We issued
a final report on May 31, 1995, detailing our findings and rec-
ommendations to the Commissioner of Food and Drugs.

At that time, FDA agreed to take specific regulatory steps to
strengthen its oversight of the blood industry. As I discussed below,
the agency proposed regulations in 1997 to improve the error and
accident reporting process but does not anticipate issuing the final
regulations until February 2001.

The FDA is the Federal agency responsible for regulating blood
establishments, which include human blood and plasma donor cen-
ters, blood banks, transfusion services, and other blood product
manufacturers. Such regulation, which is the responsibility of the
Center for Biologics, Evaluation and Research—CBER—includes
registering establishments, licensing products and issuing and en-
forcing safety rules. The Office of Regulatory Affairs directs the
agency’s field staff, which performs inspections of blood establish-
ments, to ensure, for example, that they are complying with cur-
rent manufacturing practices and implementing all the safeguards
over blood and blood products.
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In the early 1990’s, we chose to review FDA’s error and accident
reporting process because it was critical to FDA’s oversight of the
blood industry. Further, the agency planned to expand the use of
the error and accident reports to upgrade the quality of the blood
industry.

Licensed blood establishments, those that ship their products
interstate, are required by regulation to promptly report errors and
accidents to FDA. Unlicensed establishments, those operating
intrastate, have been requested by FDA to voluntarily submit re-
ports. When errors and accidents occur, all blood establishments
are required to investigate them, take appropriate corrective action
and, if indicated, initiate a recall. The Food and Drug Administra-
tion uses the error and accident reports to gauge the severity of the
incident, monitor the actions taken in response to the events re-
ported, and to classify the most serious events as recalls.

In fiscal year 1998, FDA received about 13,000 error and acci-
dent reports. Our reviews show that FDA’s error and accident re-
porting process is a valuable management tool because it provides
a framework to enable the agency to evaluate and monitor the
blood establishments’ actions to problems. However, the process
would require more prompt and comprehensive reporting to be able
to provide an effective early warning device for FDA field offices
and the blood industry.

We found two shortcomings that could hamper FDA’s plan to ex-
pand the usefulness of error and accident reports. First, the blood
establishments were not submitting error and accident reports to
FDA promptly, as required by Federal regulations. Our sample in-
dicates that the time between the date the error or accident was
detected and the date it was reported to FDA ranged from less
than 1 month to over 1 year, with an average of a little over 4
months. Only about 14 percent of the error and accident reports we
reviewed were submitted by blood establishments within 1 month
after the detection of the incident, while 13 percent were reported
6 months or more after detection.

Second, there was no assurance that unlicensed blood establish-
ments were voluntarily submitting their reports. At the time of our
review, even though 75 percent of the 2,900 blood establishments
were involved in intrastate activity only, and thus were unlicensed,
this group provided only 1 percent of the error and accident reports
received by FDA.

Overall, we concluded that, without prompt and complete report-
ing by blood establishments on the number and types of errors and
accidents that are detected, FDA may be hampered in its efforts to
evaluate and monitor the blood industry.

In May 1995, we recommended that the Commissioner of Food
and Drugs, first of all, expedite the development and issuance of
revisions to the Federal regulation on error and accident reporting
to be more specific concerning the timeframe in which error and ac-
cident reports are required to be submitted and, second, expedite
the development and issuance of a regulation to require unlicensed
blood establishments to submit error and accident reports.

The FDA agreed with these recommendations and assured us
that they were already taking action to implement them. The agen-
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cy estimated that the proposed regulations would be issued in No-
vember 1995. I'm just about finished.

Mr. UpTON. That’s fine.

Mr. RosLEWICZ. In August 1999, staff of the subcommittee re-
quested the Office of Inspector General to determine the status of
our 1995 recommendations. Through an August 24, 1999, memo-
randum, FDA provided the following information: A proposed rule
was published on September 23, 1997, first of all, to require blood
establishments to report errors and accidents as soon as possible
but not to exceed 45 calendar days; and, second, required reporting
of all blood establishments, including licensed manufacturers of
blood and blood components, unlicensed registered blood establish-
ments and transfusion services.

CBER was in the process of making revisions to the proposed
rule based on the comments received during the comment period.
In an effort to make reporting requirements effective and less bur-
densome to the industry, the FDA planned not issuing the final
regulation until—they delayed until February 2001 because of mul-
tiple public-health-related priorities of the agency.

We recently spoke with FDA officials involved in blood safety to
pinpoint reasons for the delay in issuing the final regulation. Ac-
cording to the Director of CBER, the Food and Drug Administra-
tion received 97 comments on the proposed rule. The comments
were varied and complex and required revision of considerable so-
lutions in order to give a straightforward response. The Director
stated that the final regulations were slated to be cleared through
FDA by June 2000 and that they would likely be published in Feb-
ruary 2001.

Mr. Chairman, that concludes my statement. I will be available
to answer questions.

[The prepared statement of Thomas D. Roslewicz follows:]

PREPARED STATEMENT OF THOMAS D. ROSLEWICZ, DEPUTY INSPECTOR GENERAL FOR
AUDIT SERVICES, DEPARTMENT OF HEALTH AND HUMAN SERVICES

INTRODUCTION

Mr. Chairman and members of the Subcommittee, I am Thomas D. Roslewicz,
Deputy Inspector General for Audit Services at the Department of Health and
Human Services. I am pleased to discuss our previous work concerning the Food
and Drug Administration’s (FDA) error and accident reporting process for blood. We
issued a final report on May 31, 1995 detailing our findings and recommendations
to the Commissioner of Food and Drugs. At that time, FDA agreed to take specific
regulatory steps to strengthen its oversight of the blood supply. As I discuss below,
the agency proposed regulations in 1997 to improve the error and accident reporting
process, but does not anticipate issuing the final regulations until 2001.

For this hearing, the Subcommittee asked us to summarize the findings and rec-
ommendations contained in our 1995 report on the error and accident reporting
process, and to discuss the status of FDA’s actions with regard to our recommenda-
tions. Before providing this information, I will briefly describe the FDA’s and the
blood establishments’ responsibilities in ensuring the safety of our blood supply, in-
cluding a description of the error and accident reporting process.

BACKGROUND

Organizational and Legal Responsibilities

The FDA regulates the blood industry by licensing products, and issuing and en-
forcing safety rules. The Center for Biologics Evaluation and Research (CBER) is
the FDA component responsible for regulating products used for the prevention,
treatment or cure of diseases and injuries, including blood products, vaccines, se-
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rums, and toxins. The Office of Regulatory Affairs (ORA) directs the agency’s field
force, which performs inspections of FDA-regulated establishments.

The PHS Act (Title 42 U.S.C. 262) and the Federal Food, Drug and Cosmetic Act
(Title 21 U.S.C. 331) place the responsibility for the oversight of blood establish-
ments with FDA. The FDA has the authority to register all blood establishments
and to license those establishments that ship blood and blood products interstate.
Registered blood establishments that are not licensed by FDA (these unlicensed es-
tablishments do not engage in interstate shipments of blood products) fall under
State licensing procedures. All registered blood establishments—whether licensed or
not—are to be inspected by FDA every 2 years, and many are inspected more fre-
quently if they are under scrutiny for previous quality problems. The FDA has sev-
eral regulatory options available to it, ranging from warning letters to product sei-
zures, for protecting the blood supply. These enforcement options apply to all reg-
istered blood establishments.

The Blood Establishments’ Role in Ensuring Blood Safety

With the emergence of the Acquired Immune Deficiency Syndrome (AIDS) epi-
demic, ensuring the safety of the blood supply has become extremely complex. While
FDA provides guidance to blood establishments to help them comply with industry
standards and safeguards, all blood establishments, including unlicensed establish-
ments, are responsible for ensuring the safety of their blood products. To meet this
responsibility, blood establishments are to comply with established current good
manufacturing practices, which are defined as those standards that would be gen-
erally acceptable in a particular industry and would result in the manufacturing of
products which would meet standards of the Federal Food, Drug and Cosmetic Act.
They are also required to fully implement all safeguards over blood and blood prod-
ucts including:

 eliminating high risk donors by encouraging them to exclude themselves, and by
evaluating their behavioral and medical history as a basis for deferral,;

» updating a list of unsuitable donors and checking the donors’ names against this
list to prevent use of their blood;

* testing the blood for such blood-borne agents as HIV, hepatitis, and syphilis;

* quarantining all donated blood until tests and other control procedures estab-
lished its safety; and

* investigating all incidents, auditing their systems, and correcting all deficiencies.

When an error or accident occurs that may affect the safety, purity, or potency

of blood, licensed blood establishments are required to self-report the incident to

FDA. Unlicensed establishments are not required to self-report, but have been re-

quested to do so on a voluntary basis. The FDA has provided guidance to the blood

establishments as to what constitutes a reportable error or accident. The reportable

incidents include, but are not limited to, the following:

» release of units repeatedly reactive to tests indicating hepatitis or HIV;

* release of units in which testing was performed incorrectly or misinterpreted;

* release of units from donors who are, or should have been, permanently or tempo-
rarily deferred due to medical history or a history of repeatedly reactive viral
test results for hepatitis or HIV;

* release of units prior to completion of all tests or that are incorrectly labeled, e.g.,
incorrect expiration date; and

* release of contaminated blood components when the contamination is attributed
to an error in manufacturing.

The error and accident report identifies the blood establishment, the donor, the
blood product, and the final disposition of the blood product. It contains appropriate
dates such as date the incident occurred, date it was discovered, date of the report,
and type of error or accident involved. There are three basic types of incidents: (1)
labeling error or accident—testing correctly performed, but incorrect label applied
to product; (2) testing error or accident—test either incorrectly performed or mis-
interpreted, or product released inadvertently before tests completed; and (3) manu-
facturing/control procedure error or accident. The report also lists contributing fac-
tors causing the error or accident and the actions taken by the blood establishment.

FDA’s Role in Processing Error and Accident Reports

The FDA relies on error and accident reports, in conjunction with inspections and
other surveillance activities, to provide a continuing overview of the blood industry.
According to FDA, receipt of the reports—which numbered 13,232 in Fiscal Year
1998—helps ensure that the industry identifies instances where additional correc-
tive action is needed, such as additional training and revisions of standard oper-
ating procedures.
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The error and accident reports are to be submitted “promptly”1 to CBER’s Office
of Compliance, which is responsible for analyzing the reports. If the report clearly
does not require further evaluation of the severity of the incident, it is sent to the
appropriate district office for follow up at the next inspection. The FDA’s ORA is
responsible for the coordination of all field office activities. The field offices, under
the direction of ORA, are responsible for conducting all routine blood establishment
inspections.

If an error and accident report indicates that further evaluation of the severity
of the incident is warranted, the report is forwarded to Case Management within
the Office of Compliance. This group evaluates the error or accident being reported
and, based on the severity of the incident, may recommend that it be classified as
a blood recall. At the time of our previous review, about 8 percent of the error and
accident reports were referred to Case Management to be evaluated for a recall clas-
sification.

A recall is a blood establishment’s voluntary removal or correction of a marketed
blood product that violates laws administered by FDA. The FDA cannot issue a
product recall but can request that a firm do so. The FDA recognizes that a vol-
untary recall is generally more appropriate and affords better protection for con-
sumers than seizure, which is a FDA option when a firm refuses to undertake a
recall. In the case of blood, blood establishments are responsible for voluntarily initi-
ating recalls to protect the public health from any defective products. They are also
responsible for developing a recall strategy and determining whether the recall is
progressing satisfactorily. Blood recalls differ from other product recalls because
blood, having a short shelf life, is often used before it can be retrieved. If the blood
cannot be retrieved, the blood establishment is responsible for identifying all recipi-
ents of the blood subject to the recall so that they can take extra steps to guard
their health and avoid infecting others.

The FDA is responsible for classifying the blood establishment’s recall according
to the health hazard presented by the incident, and conducting its own audit checks
to assess whether the establishment has notified all affected parties and taken ap-
propriate action. The FDA publishes all recall actions in its weekly Enforcement Re-
port regardless of when the recall was made.

According to FDA, since blood establishments are required to investigate all er-
rors and accidents, including those that are eventually classified as blood recalls,
the corrective action is generally completed by the blood establishment before FDA
classifies the recall. At the time of our review, FDA told us that compliance with
industry standards and safeguards accounted for the relatively few accidents severe
enough to warrant a blood recall.

FDA’s 1993 Plan For Blood Quality Assurance

Just prior to our review of 1993-1994 error and accident reporting, FDA proposed
a plan to establish a blood quality assurance initiative aimed at ensuring the safety
of the Nation’s blood supply and upgrading the operational quality of the blood in-
dustry. As part of the plan, FDA sought to: strengthen its capability to identify
blood center operational deficiencies; provide appropriate guidance to the blood in-
dustry; educate and assist blood centers in conforming to this guidance; provide
more timely decisions on licensing applications and amendments; and carry out in-
spections that assess the industry’s progress in bringing operations to a higher
standard.

One component of this plan focused on the blood industry’s self-reporting of errors
and accidents that may affect the safety, purity, or potency of blood and blood prod-
ucts. The FDA envisioned that the error and accident reports submitted by blood
establishments could be used to identify trends and develop appropriate “early
warning” guidance to the field offices and the blood industry. Another component
of this plan was the consolidation of FDA’s multiple automated systems into a single
relational data base designed to facilitate the exchange of information between field
and headquarters staff and permit FDA to identify trends and problems in early
stages of development and issue guidance to blood establishments to prevent errors
and accidents.

OIG FINDINGS AND RECOMMENDATIONS ON ERROR AND ACCIDENT REPORT PROCESSING

Our review showed that while FDA’s error and accident reporting process was a
valuable management tool for evaluating and monitoring blood establishments’s ac-
tions, it could be more useful with prompter and more comprehensive reporting. The

1Regulation 21 CFR 600.14(a) states that error and accident reports are to be submitted to
CBER promptly, but does not define the term “promptly”.
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FDA processed error and accident reports in our sample in accordance with estab-
lished procedures; however, we identified two shortcomings that could hamper the
success of FDA’s plan to expand the usefulness of error and accident reports:

(1) Blood establishments were not submitting error and accident reports to FDA
“promptly,” as required by the regulation (21 CFR 600.14(a)) and as encouraged by
FDA correspondence with the industry in 1991. Based on a sample of 163 error and
accident reports received in the first half of Fiscal Year 1993, we found that the
time between the date the error or accident was detected and the date it was re-
ported to FDA ranged from less than 1 month to over 1 year, with an average of
a little over 4 months. Only about 14 percent of the error and accident reports we
reviewed were submitted by the blood establishments within 1 month after the de-
tection of the incident, while 13 percent were reported 6 months or more after detec-
tion.

We concluded that blood establishments, in light of the lack of specificity con-
cerning the term “promptly,” were taking a liberal interpretation of the time frame
in which they are to report incidents affecting blood and blood products. This con-
cerned us given that there were 17 cases in our sample requiring further evaluation
for a possible recall. These cases involved, for example, shipping blood that tested
positive for Hepatitis C; shipping mislabeled plasma units; and shipping units of red
blood cells that were contaminated after being stored at room temperature.

(2) There was no assurance that unlicensed blood establishments were voluntarily,
as requested by a March 1991 FDA memorandum, submitting the reports. Data pro-
vided by FDA during our review indicated that of the 10,308 error and accident re-
ports submitted to the agency during Fiscal Year 1991, 99 percent were submitted
by licensed blood establishments, with only 148 reports—about 1 percent—sub-
mitted by unlicensed blood establishments. We found a similar split between the li-
censed and unlicensed establishments for the error and accident reports reviewed
in our sample: Of the 163 error and accident reports in our sample, only 2 were
from unlicensed establishments. Acknowledging that FDA was seeking to more ef-
fectively evaluate and monitor the blood industry—as outlined in its 1993 plan—
we concluded that it should have reports from the full spectrum of establishments.

Comparing the reporting data with the numbers of unlicensed establishments, we
believed that the statistics provided by FDA and the data from our sample were
more likely indicative of nonreporting, rather than unlicensed establishments hav-
ing less problems than their licensed counterparts. At the time of our review, about
2,900 blood establishments were registered by FDA: about one-fourth of those reg-
istered would have been licensed by FDA, and required to submit error and accident
reports related to blood and blood products. The remaining 75 percent of the reg-
istered blood establishments would not be shipping blood or blood products inter-
state and, therefore, would be unlicensed. Unlicensed establishments are not re-
quired to submit these reports to FDA except for cases involving fatalities. Accord-
ing to FDA at the time of our previous review, unlicensed establishments accounted
for about one-tenth of the blood collected in this country.

We concluded during our previous review that without prompt and complete re-
porting by blood establishments on the number and types of errors and accidents
that are detected, FDA may be hampered in its efforts to evaluate and monitor the
blood industry. The FDA pointed out repeatedly that delays in reporting by licensed
blood establishments and/or failure to voluntarily report by unlicensed establish-
ments should not cause corresponding delays in initiating action aimed at correcting
the specific problems being reported. This is because all blood establishments are
required to investigate and correct all errors and accidents detected, independent of
the reporting process. While we did not evaluate the timeliness or appropriateness
of the blood establishments’ actions, we noted that all 163 error and accident reports
in our sample contained information showing that some action was taken. According
to FDA, the actions reported to be taken by the blood establishments were appro-
priate.

In May 1995, we recommended that the Commissioner of Food and Drugs:

1. Expedite the development and issuance of revisions to the Federal regulation on
error and accident reporting (21 Code of Federal Regulations (C.F.R.) 600.14(a))
to be more specific concerning the time frame in which error and accident re-
ports are required to be submitted;

2. Expedite the development and issuance of a regulation to require unlicensed
blood establishments to submit error and accident reports; and

3. Expand CBER’s use of existing information in its current error and accident data
base to identify blood establishments that regularly fail to submit error and ac-
cident reports in a timely manner and provide additional trend analysis reports
to FDA field offices and blood establishments.
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In its April 28, 1995 response to our draft audit report, the Public Health Service
(PHS), FDA’s oversight agency at the time of our review, agreed with our rec-
ommendations and indicated that FDA was taking action to implement them. The
PHS asked us to revise our recommendations to reflect its view that many ideas
presented in our report were already being translated into action. For example, PHS
asked the OIG to add the word “expedite” to recommendations 1 and 2. The agency
also informed us in its comments that the proposed regulation regarding rec-
ommendations 1 and 2 would be issued in November 1995, with a final publishing
date of February 1996.

STATUS OF FDA ACTIONS ON OIG RECOMMENDATIONS

In August 1999, staff of the Subcommittee requested the OIG to contact FDA to
determine the status of the recommendations made in its May 1995 report. In re-
sponse to our request, FDA’s Deputy Commissioner for Management and Systems
forwarded a written memo, dated August 24, 1999 providing an update on our rec-
ommendations.

Regarding our recommendations to expedite development and issuance of revi-
sions to the Federal regulation on error and accident reporting, to be more specific
about the time frame in which the reports are to be submitted, and to require unli-
censed establishments to submit such reports, FDA provided the following informa-
tion:

e A proposed rule was published on September 23, 1997 to: (1) require blood estab-
lishments to report errors and accidents “as soon as possible but not to exceed
45 calendar days,” and (2) require the reporting of all blood establishments in-
cluding licensed manufacturers of blood and blood components, unlicensed reg-
istered blood establishments, and transfusion service. The introductory portion
of the proposed rule states: “FDA regards the proposal to amend the error and
accident reporting regulation to be an essential tool in its directive to protect
public health by establishing and maintaining surveillance programs that pro-
vide timely and useful information.”

* CBER was in the process of making revisions to “the proposed rule based on the
comments received during the comment period in an effort to make reporting
requirements effective and less burdensome to the industry.”

e The FDA planned a delay in issuing the final regulation until February 2001 “be-
cause of multiple public health related priorities of the Agency.”

Regarding our third recommendation, focusing on FDA expanding the use of error
and accident report information, the agency informed us that summary reports of
errors and accidents continue to be sent to FDA’s Office of Regulatory Affairs Re-
gional and District Directors and are also available to the industry through CBER’s
FAX Information system. The FDA further stated that CBER would continue to
identify trends for reporting times, but that it would wait until the final rule is pub-
lished—in February 2001—before making any changes in how the error and acci-
dent information is used.

The agency response provided limited detail on the status of our recommenda-
tions; however, in anticipation of this hearing, we recently spoke with FDA officials
involved in the blood safety area to pinpoint reasons for FDA’s anticipated delay in
issuing the final regulation. According to the director of CBER, FDA received 97
comments on the proposed rule—comments that were varied and “not straight-
forward” to address. She stated that the final regulations were slated to be cleared
through FDA by June 2000 and that they would likely be published in February
2001.

CONCLUSION

That concludes my testimony, Mr. Chairman. At this time, I would be happy to
answer questions from the Subcommittee.

Mr. UpTON. Thank you very much.
Ms. Sullivan.

TESTIMONY OF MARIAN T. SULLIVAN

Ms. SULLIVAN. Good morning. My name is Marian Sullivan. I'm
the Executive Director of the National Blood Data Resource Center
in Bethesda, Maryland. I'm pleased to have the opportunity to
speak to you about the NBDRC; and after briefly introducing you
to our organization and our activities, I will summarize for you our
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most recent findings regarding the U.S. blood supply and our plan
for monitoring it in the next 16 months.

The NBDRC is an independent, not-for-profit corporation, con-
ceived and founded by the American Association of Blood Banks in
July 1997. The mission of the NBDRC is to collect, analyze and dis-
tribute data on all aspects of blood banking and transfusion medi-
cine. Prior to the founding of the NBDRC, there was no existing
grganization dedicated to the collection of blood supply monitoring

ata.

The goals of the NBDRC are to assist members of the blood com-
munity in identifying and assessing existing and emerging issues,
improving operations, promoting the highest standards of care for
patients and donors, and making policy at the national, regional
and local levels. In short, we strive to provide whatever informa-
tion is needed by the community to ensure a safe and efficient
blood system.

We rely on the AABB and our own limited membership for the
financial support of our operations. Our small staff has worked
hard to meet our goals in the brief 25 months since we opened our
doors. Our accomplishments include the 1998 Nationwide Blood
Collection and Utilization Survey, a comprehensive survey of blood
services activities completed by 2,360 blood centers and hospitals.
Data from this project have assisted numerous Federal agencies
and advisory committees in recent policy discussions and been
quoted in the media by the Surgeon General, yet not $1 of Federal
funds supported this ambitious NBDRC project.

The NBDRC has also contributed directly to the safety of the
blood supply by continuation of the long-term Creutzfeldt-Jakob
Disease Lookback Study, now funded by the Centers for Disease
Control and Prevention, and the Survey of Donation Incentives,
supported by a grant from the National Blood Foundation.

The results of our most recent national survey indicated that
700,000 fewer units of whole blood were collected in the U.S. in
1997 than in 1994, a statistically significant decrease of 5.5 per-
cent. It’s important to note that 205,000 of these units were di-
rected donations intended for a specific patient and 643,000 units
were autologous donations for the donor’s own use. Although we
recognize that both directed and autologous donations have been on
a steep downward trend since they peaked in popularity in 1992,
we cannot disregard the fact that these donations combined to ac-
count for .6 million transfused units in 1997, units that would have
otherwise come out of the community supply.

On the other hand, the total number of transfused whole blood
and red cell units increased by 4 percent in 1997, in comparison
with 1994, to 11.45 units. If the rates of overall blood collection and
transfusion that occurred between 1994 and 1997 are continuing,
the United States may experience a national blood shortage as
early as next year.

The NBDRC is committed to conducting another nationwide sur-
vey in 2000, even if it must be supported entirely by internal funds
and report sales as it was last year. The results of the 2000 survey,
which will be available to NBDRC members and customers ap-
proximately 12 months from now, will provide data for 1999 and
enable us to extend the historical trends analysis.
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However, in the interim between surveys, there’s little informa-
tion available regarding the adequacy of the blood supply, other
than anecdotal. Some blood centers have recently reported signifi-
cant increases in collections, while other centers issue repeated ap-
peals for blood. The impact of this on the national supply cannot
be carefully assessed without current nationwide data for com-
parable time periods and donation types.

In order to better estimate the adequacy of the recent supply and
to enable us to more accurately project the available supply for
next year, the NBDRC is currently conducting a QuiKount of the
whole blood donations made at every U.S. blood center. The survey
will capture blood collection data for all of 1998 and the first 6
months of 1999 by calendar quarter. This project is supported en-
tirely by internal funding, and the results will be shared with all
interested parties in early November.

Finally, I'm very pleased to tell you that we will begin to collect
supply data on a monthly basis in approximately 2 months from a
representative sample of blood centers under a short-term financial
arrangement with the National Heart, Lung and Blood Institute.

Congress has rightly recognized that the safety of our blood sup-
ply is a national public health priority. However, patients cannot
benefit from safe blood if it is not readily accessible, and long-term
blood collection and usage data are needed to detect and avoid po-
tential blood shortages.

The NBDRC urges Congress to support the collection of blood
supply monitoring data. We are proud that in our short tenure the
NBDRC has established a reputation as the premier source of na-
tional blood data. We appreciate the recognition of this sub-
committee, the NHLBI and the various advisory committees and
agencies which relied on our data to characterize the U.S. blood
supply. You have our commitment to continue to provide accurate
and timely data to meet the needs of the U.S. public health service
as long as sufficient financial support is available.

Thank you for the opportunity to testify today. I will be pleased
to answer any questions.

[The prepared statement of Marian T. Sullivan follows:]

PREPARED STATEMENT OF MARIAN SULLIVAN, EXECUTIVE DIRECTOR. NATIONAL
BrLooD DATA RESOURCE CENTER

Good morning, My name is Marian Sullivan. I am the Executive Director of the
National Blood Data Resource Center (NBDRC) in Bethesda, Maryland. I am
pleased to have the opportunity to speak to you about the NBDRC. After briefly in-
troducing you to the NBDRC and our activities, I would like to outline for you our
most recent findings regarding the U.S. blood supply and our plan for monitoring
it in the next sixteen months.

The NBDRC is an independent, not-for-profit, corporation, conceived and founded
by the American Association of Blood Banks (AABB) in July of 1997. The mission
of the NBDRC is to collect, analyze, and distribute data on all aspects of blood bank-
ing and transfusion medicine. Prior to the founding of the NBDRC, there was no
existing organization dedicated to the collection of blood supply monitoring data.

The goals of the NBDRC are to assist members of the blood community at large
in identifying and assessing existing and emerging issues, validating new tech-
nologies, improving operations, promoting the highest standards of care for patients
and donors, and making policy at the national, regional, and local levels. In short,
we strive to provide whatever information is needed by the community to ensure
a safe and efficient modern blood system.

We rely on the AABB and our own limited membership for the financial support
of our operations. Our small staff has worked hard to meet our goals in the brief
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25 months since we opened our doors. Our accomplishments include the 1998 Na-
tionwide Blood Collection and Utilization Survey—a comprehensive survey of blood
services activities completed by 2,360 blood centers and hospitals. Data from this
project have assisted numerous federal agencies and advisory committees in recent
policy discussions, and been quoted in the media by the Surgeon General, yet not
one dollar of federal funds supported this ambitious NBDRC project.

The NBDRC has also contributed directly to the safety of the blood supply by con-
tinuation of the long-term Creutzfeldt-Jakob Disease Lookback Study, now funded
by the Centers for Disease Control and Prevention, and the Survey of Donation In-
centives, supported by a grant from the National Blood Foundation.

The results of our previous Nationwide Blood Collection and Utilization Survey
indicated that 700,000 fewer units of whole blood were collected in the United
States in 1997 than in 1994, a statistically significant decrease of 5.5%. It is impor-
tant to note that 205,000 of these units were directed donations (intended for a spe-
cific patient) and 643,000 units were autologous donations (for the donor’s own use).
Although we recognize that both directed and autologous donations have been on
a steep downward trend since they peaked in popularity in 1992, we cannot dis-
regard the fact that these donations combined to account for 0.6 million transfused
units; units which would have otherwise come out of the community supply.

On the other hand, the total number of transfused whole blood and red blood cell
units increased by 4% in 1997 in comparison to 1994, to 11.5 million units. If the
rates of overall whole blood collection and transfusion that occurred between 1994
and 1997 are continuing, the United States may experience a national blood short-
age as early as next year.

The NBDRC is committed to conducting another Nationwide Blood Collection and
Utilization Survey in 2000, even if it must be supported entirely by internal funds
and report sales, as it was last year. The previous survey captured blood collection
and transfusion data for the calendar year 1997. In February 2000 we will dis-
tribute the next nationwide survey to 3,000 hospitals and blood centers.

The results of the 2000 survey, which will be available to NBDRC members and
customers approximately twelve months from now, will provide data for 1999, and
enable us to extend the historical trends analysis through 1999 as well. However,
in the interim between surveys, there is little information available regarding the
adequacy of the blood supply, other than anecdotal. Some blood centers have re-
cently reported significant increases in 1998 and 1999 collections, while other cen-
ters have issued repeated appeals for blood, beginning well in advance of the antici-
pated summer shortages this year. The impact of this on the national supply cannot
be carefully assessed without current nationwide data for comparable time periods
and donation types.

In order to better estimate the adequacy of the recent supply, and to enable us
to more accurately project the available supply for the year 2000, the NBDRC is cur-
rently conducting a “QuiKount” of the whole blood donations made at every U.S.
blood center. The short survey was mailed out last week and will capture blood col-
lection data for all of 1998 and the first six months of 1999 by calendar quarter.
The QuiKount project is supported entirely by internal funding, and the results will
be shared with all interested parties in early November.

Finally, I am very pleased to tell you that we will begin to collect supply data
on a monthly basis in approximately two months, under a short-term financial ar-
rangement with the National Heart, Lung and Blood Institute (NHLBI). Initially,
we will enlist the participation of a representative sample of blood centers willing
to report their monthly distribution figures very rapidly. Later on, next year, we
hope to bring the corresponding national hospital sample on-line in order to capture
timely and detailed blood utilization data.

Congress has rightly recognized that the safety of our blood supply is a national
public health priority. However, patients cannot benefit from safe blood if it is not
readily accessible. Moreover, long-term blood collection and usage data are needed
in order to detect and avoid potential blood shortages. The NBDRC urges Congress
to support the collection of blood supply monitoring data.

We are proud that in our short tenure, the National Blood Data Resource Center
has established a reputation as the premier source of reliable, national blood data,
and we sincerely appreciate the recognition of this subcommittee, the NHLBI, and
the various advisory committees, task groups and agencies which have relied on our
data to characterize the U.S. blood supply. You have our commitment to continue
to provide accurate and timely data to meet the needs of the U.S. Public Health
Service, both routine and urgent, as long as sufficient financial support is available.
Thank you for the opportunity to testify today. I would be pleased to answer any
questions.
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Mr. UpTON. Thank you.
Dr. AuBuchon.

TESTIMONY OF JAMES P. AUBUCHON

Mr. AUBUCHON. Good morning. My name is James AuBuchon.
I'm a physician and professor of pathology and medicine at Dart-
mouth Medical School and Medical Director of the Blood Bank and
Transfusion Service of Mary Hitchcock Memorial Hospital in New
Hampshire. I appreciate the opportunity to offer the perspective of
a physician who specializes in transfusion medicine in considering
blood safety and availability.

Transfusion medicine specialists are pleased, and I'm sure our
patients are grateful, that receiving a transfusion today has less
risk than ever before. Reduction in the risk of viral transmission
has occurred through the diligence of oversight on the part of regu-
latory bodies such as the FDA and through the dedication of thou-
sands of medical, technical and administrative professionals in
blood centers and hospitals.

The success of these efforts has created new dilemmas, however.
Dramatic reductions in the risk of HIV have fueled public anticipa-
tion of transfusion without any risk. However, continual focus on
one type of risk, viral infection, prevents a rational prioritization
according to where the greatest residual risk remains. Reducing
the risks of transfusion also encourages transfusion in situations
where the predictable benefit is smaller.

The consequential increase in demand for blood comes at a time
when the demands for increased safety and other factors have re-
duced the availability of blood. The intersecting interests here are
clear particularly when an inadequate blood supply becomes a safe-
ty risk for a patient who cannot get a needed transfusion.

It is commonly accepted among transfusion medicine specialists
that many transfusions cannot be justified medically. For example,
at least a third of plasma transfusions do not occur in situations
where the plasma confers benefit. We face three major hurdles in
reducing inappropriate transfusion.

One, information. We simply do not have enough data about the
effects of transfusing all the different kinds of blood components
and all the different kinds of clinical situations where they may be
applied. As a result, many transfusion decisions are made on
guesses and personal experience. Studies indicate that a conserv-
ative approach to transfusion uses less blood in the end and is as-
sociated with better patient survival. Clearly, more clinical re-
search is needed to define when transfusion should not be given.

Two, patient variability. Compounding the problem of inadequate
research in this field is the inherent variability of patients. What
may be a safe level of anemia that does not require treatment for
one may be lethal for another. Medical science does not allow us
to know enough about each patient to make well-founded indi-
vidual decisions. The consequences of not transfusing when needed
are immediate and catastrophic, whereas the consequences of
transfusing when not needed are distant and only remote possibili-
ties; hence, physicians frequently err on the side of treatment.

Three, education. In attempting to change transfusion behaviors,
considerable trust must be developed in the transfusion medicine
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specialist by the clinician. This must be followed by the investment
of considerable time for prompt clinical interactions to redirect the
clinician’s practice. Many studies have shown that ongoing inter-
actions with clinicians can have a positive impact. However, there
is no support for this activity; and only academic medical centers
have the trained staff and anything close to sufficient time to at-
tempt it.

Given the demographics of our population, the blood supply situ-
ation is only going to get worse. A report of the Office of Tech-
nology Assessment 15 years ago noted that while 12 percent of the
population was age 65 or over, this segment accounted for 22 per-
cent of all hospital admissions and 45 percent of all transfusions.
The graying of the population will not only accelerate blood usage
but also reduce the number of available donors.

We may already be seeing the tip of the iceberg of this shortage.
Will the periodic shortages we have been experiencing with in-
creasing frequency become perpetual? Will the trends of increasing
usage and decreasing availability soon combine to cause the death
o}f1 a? patient needing a transfusion? What can we do to forestall
this?

Frankly, I do not hold out the promise of significant reduction in
usage because of the advancing age of the population and because
of increased aggressiveness of a wide variety of therapies that
would require transfusion support. Greater use of autologous blood
options is attractive but impractical since most approaches to
autologous therapy are more expensive than depending on the com-
munity blood supply. Until this blood supply is so short or unde-
pendable that elective surgery is frequently postponed, most will
not opt for this approach.

Some blood conservation mechanisms are now fairly common in
larger hospitals, and these do decrease reliance on the community
supply. For example, using equipment to recover red cells lost in
surgical wounds for reinfusion back to the patient can decrease the
transfusion of banked blood by 50 percent or more in cases that re-
quire blood. Smaller hospitals find only occasional use for this
equipment, however, and have not adopted it widely.

Other options, such as diluting the patient’s blood with a salt so-
lution while collecting several units at the start of a surgical proce-
dure, generally save a unit of blood or less and are not cost-effec-
tive. Units of blood donated by patients several weeks ahead of sur-
gery do save the need to call on the community blood supply as
often. However, not all patients are in sufficiently good health to
donate, and unused units do not augment the blood supply.

Is medical practice likely to change sufficiently to avoid or delay
the projected shortfall in blood availability? Physicians and sur-
geons have become accustomed to a safe and readily available blood
supply. It is difficult to make the argument to a physician that he
or she should increase the risk of a heart attack in his or her pa-
tient in order to maintain the blood bank’s inventory so that an-
other patient might have blood available. Increasing the knowledge
base of clinicians about appropriate transfusions would tend to de-
crease usage, but this will require concerted effort of the entire
medical establishment, and there are just too few medical special-
ists in transfusion medicine to accomplish this.



29

What is needed? The medical community will likely acclimate
itself to blood shortages through increased internal audits of blood
transfusion decisions in each hospital. This committee and Con-
gress could provide assistance in a variety of ways. I would make
a plea for funds for research and educational efforts, and I would
ask that when the American Association of Blood Banks comes be-
fore Congress each year to define areas in which heightened re-
search activity would be beneficial that Congress accept these rec-
ommendations with the knowledge that all in society will benefit
from these advances.

Furthermore, Congress can provide needed assistance to us today
in our mission by serving as the voice of the people, by helping to
define for the blood banking community what society expects from
its blood supply.

When the requirements of increased safety and tightening avail-
ability conflict, how should choices be made? The FDA, chastened
by retrospective criticism of decisions made over 15 years ago, al-
ways opts for increased safety, regardless of the costs and with
scant attention on supply. Many in our field believe that the public
still expects the impossible, a risk-free blood supply. The public’s
attention to AIDS and hepatitis is focused on minuscule or improb-
able infectious risks while missing much larger opportunities to
make transfusion safer, such as methods to ensure that units are
transfused to the right patient.

A clear statement of understanding that safety and availability
may have opposing elements and a clear acceptance that a certain
level of risk is unavoidable would help all blood bankers and trans-
fusion specialists deal with the reality of our situation productively.

In the same manner, I believe that Congress should recognize
that blood is indeed different than other medical commodities. In-
cluding its provision in underfunded Medicare prospective payment
systems and expecting that the free market will resolve all ills in
the blood supply system is mistaken. Heaping additional safety re-
quirements on the blood supply system by Federal fiat without pro-
viding specific financial resources to accomplish these tasks creates
unresolvable conflicts in the blood collection system. In the end,
that constrained system must choose between measures that will
augment safety or that will augment supply, a Hobbsian choice
that none of us wish to make.

I will urge that the important and sacred place that this precious
donated human research has in the medical care system be recog-
nized so that the public’s desire for a safe and adequate blood sup-
ply can be met.

Thank you.

[The prepared statement of James P. AuBuchon follows:]

PREPARED STATEMENT OF JAMES P. AUBUCHON, PROFESSOR OF PATHOLOGY AND
MEDICINE, DARTMOUTH-HITCHCOCK MEDICAL CENTER

Good morning. My name is James AuBuchon. I am a physician and a professor
of Pathology and Medicine at Dartmouth Medical School. I am also the Medical Di-
rector of the Blood Bank and Transfusion Service of Mary Hitchcock Memorial Hos-
pital in Lebanon, New Hampshire. I appreciate the opportunity to offer the perspec-
tive of a physician who specializes in transfusion medicine in considering blood safe-
ty and availability.

Those of us in transfusion medicine are pleased—and I am sure that our patients
are grateful—that receiving a transfusion today has less risk than ever before. Re-
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duction in the risk of viral transmission has occurred through the diligence of over-
sight on the part of regulatory bodies, such as the FDA, and through the dedication
of thousands of medical, technical and administrative professionals in blood centers
and hospitals. Early information suggests that when appropriately selected volun-
teer donors are tested with the most advanced technology, there is virtually no risk
that their donated blood units will transmit the two most feared viruses, HIV and

hepatitis C.

This incredible success story has created new problems for us and for our pa-
tients, however. Dramatic reductions in the risk of HIV have fueled public anticipa-
tion of transfusion without any risk. However, continual focus on one type of risk—
viral infections—prevents a rational prioritization according to where the greatest
residual risk remains. Reducing the risks of transfusion also encourages transfusion
in situations where the predictable benefit is smaller. The consequential increase in
demand for blood comes at a time when the demands for increased safety and other
factors have reduced the availability of blood. The intersecting interests here are
clear, particularly when an inadequate blood supply becomes a safety risk for a pa-
tient who cannot get a needed transfusion.

Transfusion medicine specialists direct much of their consultative efforts into en-
suring that transfusions are clinically indicated. Many clinicians view us as the
“blood police” because of our attempts to enforce protocols designed to ensure that
this precious, scarce—and potentially dangerous—resource is used wisely. It is com-
monly accepted amongst our fraternity that many transfusions cannot be justified
medically. For example, several studies of the use of plasma have shown that at
least a third of plasma transfusions do not occur in situations where the plasma
confers benefit, and approximately 10% of red cell transfusions fall into the same
category. We face three major hurdles in reducing these proportions.

1. Information. We simply do not have enough data about the effects of transfusing
all the different kinds of blood components in all the different kinds of clinical
situations in which they may be applied. As a result, many transfusion deci-
sions are made based on guesses, hunches and personal experience. Studies in-
dicate that a conservative approach to transfusion uses less blood in the end,
results in exposure to fewer donors, and is associated with better patient sur-
vival. Clearly more clinical research is needed to define when transfusions
should—and need not—be given.

2. Patient Variability. Compounding the problem of inadequate research in this field
is the inherent variability of patients. Not only are babies different from octoge-
narians, but not every 80 year old man is the same. What may be a safe level
of anemia that does not require treatment for one may be a lethal anemia for
another. Medical science does not allow us to know enough about each patient
to make well-founded individual decisions. The consequences of not transfusing
when needed are immediate and catastrophic, whereas the consequences of
transfusing when not needed are distant and only “remote possibilities”; hence,
physicians frequently err on the side of treatment. Indeed, there are concerns
that, in some circumstances, physicians are undertransfusing, that is, with-
holding transfusion when it would be beneficial, because of overstated fears
about infectious transmission. We must be careful to strike an informed balance
between risk and benefit.

3. Education. In attempting to change transfusion behaviors, considerable trust
must be developed in the transfusion medicine specialist by the clinician; this
must be followed by the investment of considerable time for prompt clinical
interactions to re-direct the clinician’s practice. Many studies have shown that
ongoing interactions with clinicans can have a positive impact. However, there
is no support for this activity, and only academic medical centers have the
trained staff and anything close to sufficient time to attempt this effort. The
monetary savings to the institution for reducing component usage will probably
not justify the many hours of physician time required. The benefits of clinical
consultation that my transfusion medicine colleagues and I can offer patients
are just not available in most hospitals.

Given the demographics of our population, the blood supply situation is only going
to get worse. A study by the Office of Technology Assessment 15 years ago noted
that while 12% of the population was age 65 or over, this segment accounted for
22% of all hospital admissions and 45% of all transfusions. The “graying of the pop-
ulation” will not only accelerate blood usage but also reduce the number of available
donors. Fifteen years ago, there were 8 qualified potential donors for every potential
recipient. In ten years, it is estimated that this ratio will have dropped to 3:1, ex-
panding the difficulties in recruiting enough blood donors.

We may already be seeing the tip of this iceberg with the recent data developed
by the National Blood Data Resource Center, presented today by Marian Sullivan.
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Will the periodic shortages we have been experiencing with increasing frequency be-
come perpetual? Will the trends of increasing usage and decreasing availability soon
combine to cause the death of a patient needing transfusion? What can we do to
forestall this?

Others will be speaking on efforts to increase blood recruitment success. As one
who formerly directed a blood center, I will only offer the comment that recruitment
efforts take place in the societal milieu. Clearly, societal attitudes about public serv-
ice and volunteering have changed over the last several decades, and these changes
place additional challenges before donor recruiters. The increasing workweek and
the pressures for efficiency stemming from global competition make availability of
donors at the workplace more difficult as well. Unfortunately, these challenges must
be faced with decreased resources as blood collecting agencies are deferring more
donors than ever before and spending greater proportions of their resources on test-
ing—all at a time when hospitals are demanding reduced costs because of their fi-
nancial pressures.

What can be done to reduce blood usage? Frankly, I do not hold out the promise
of significant reduction in usage because of the advancing age of the population and
because of increased aggressiveness of a wide variety of therapies that require
transfusion support. Greater use of autologous blood options is attractive but im-
practical in the current environment. Most approaches to autologous therapy are
more expensive than depending on the (very safe) community blood supply. Until
this blood supply is so short or undependable that elective surgery is frequently
postponed, most will not opt for this approach. Furthermore, since an increasing
proportion of patients are treated under some type of fixed payment system, hos-
pitals have a strong financial incentive not to use more-expensive approaches. In-
deed, the shortage may have to reach critical proportions before these alternatives
are widely used. It is unlikely that one hospital would invest in a more-expensive
but blood-conserving approach in order to increase the community’s blood supply to
be shared amongst hospitals that have maintained a less-expensive system.

Some blood conservation mechanisms are now fairly common in larger hospitals,
and these do decrease reliance on the community supply of blood. For example,
using equipment to recover red cells lost in surgical wounds for reinfusion back to
the patient can decrease the transfusion of banked blood by 50% or more in cases
that often require blood, such as cardiac, vascular and orthopedic surgeries. If the
patient requires more than about two units of blood, this option may actually save
money. Smaller hospitals find only occasional use for this equipment, however, and
have not adopted it as widely. Other options, such as diluting the patient’s blood
with a salt solution while collecting several units at the start of a surgical proce-
dure, generally save a unit of blood or less and are not cost-effective. The future
advent of oxygen-carrying solutions will allow collection of more blood while keeping
the patient’s oxygen carrying capacity at a safe level, but the expected high cost of
these solutions will not make their widespread use feasible in the current financial
climate; even in cases with large blood losses, the savings to the community blood
supply are very modest. Units of blood donated by patients several weeks ahead of
surgery do save the need to call on the community blood supply as often. However,
not all patients are in sufficiently good health to donate; unused units do not aug-
ment the blood supply since most patients either do not qualify as community blood
donors or their units were collected sufficiently far enough ahead of surgery that
little time remains after surgery to use them for another patient.

Is medical practice likely to change sufficiently to avoid or delay the projected
shortfall in blood availability? Physicians and surgeons have become accustomed to
a safe and readily available blood supply, and new surgical techniques or
chemotherapies are not sidelined because of a projected increased need for blood
support. Certainly, more appropriate usage would reduce the demand a significant
degree. However, it is difficult to make the argument to a physician that he or she
should increase the risk of a heart attack or other bad outcome in his or her patient
in order to maintain the blood bank’s inventory so that another (unnamed, un-
known) patient might have blood available. Increasing the knowledge base of clini-
cians about appropriate transfusion therapy would tend to decrease usage, but this
will require concerted effort of the entire medical establishment. There are too few
transfusion medicine specialists, concentrated primarily in academic medical cen-
ters, and there are too few resources to make a broad impact on medical practice
in the short run.

What is needed? The medical community will likely acclimatize itself to blood
shortages through increased internal audits of blood transfusion decisions in each
hospital and educational efforts to reduce the demand for blood. This Committee
and Congress could provide assistance in a variety of ways. I would make a plea
for funds for research and educational efforts, and I would ask that when the Amer-
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ican Association of Blood Banks comes before Congress each year to define areas
in which heightened research activity would be beneficial that Congress accept these
recommendations with the knowledge that all in society will benefit from these ad-
vances. Furthermore, Congress can provide needed assistance to us today in our
mission by serving as the voice of the people, by helping to define for the blood
banking community what society expects from its blood supply. We in the field will
continue to strive for increased safety and improved availability regardless of the
outcome of this Committee’s deliberations. However, when the requirements of in-
creased safety and tightening availability conflict, how should choices be made? The
FDA, chastened by retrospective criticism of decisions made over 15 years ago, al-
ways opts for increased safety—regardless of the cost and with scant attention to
the effect on supply. Recent decisions regarding the potential for transmission of
spongiform encephalopathies through transfusion are an example of this. Many in
our field believe the public still expects the impossible, a risk-free blood supply. The
public’s attention to AIDS and hepatitis has focused us on minuscule or improbable
infectious disease risks while missing much larger opportunities to make trans-
fusion safer, such as methods to ensure that units are transfused to the right pa-
tient. A clear statement of understanding that safety and availability may have op-
posing elements and a clear acceptance that a certain level of risk is unavoidable
would help all blood bankers and transfusion medicine specialists deal with the re-
alities of our situation more productively.

In the same manner, I believe that Congress should recognize that blood is indeed
different than other medical commodities. Including its provision in underfunded
Medicare prospective payment systems and expecting that the free market will re-
solve all ills in the blood supply system is mistaken. Heaping additional safety re-
quirements on the blood supply system by federal fiat without providing specific fi-
nancial resources to accomplish these tasks creates unresolvable conflicts in the
blood collection system. In the end, that constrained system must choose between
measures that will augment safety or that will augment supply, a Hobbsian choice
that none of us wish to make. I would urge that the important and sacred place
that this precious, donated human resource has in the medical care system be recog-
nized so that the public’s desire for a safe and adequate blood supply can be met.
Thank you.

Mr. UpTON. Thank you very much.

Mr. Cox.

Mr. Cox. Thank you very much.

In particular, Dr. AuBuchon, your testimony has left us with a
strong focus on concerns that we have about the safety of trans-
fusions themselves and about receiving blood. But, just for openers,
I want to make sure I have everybody’s agreement that, in the
United States today, the act of giving blood does not present risks
to the donor. That is an exceptionally safe thing for every American
to do; isn’t that right?

Mr. AUBUCHON. That’s absolutely correct. There is no way that
the donor can get any infectious disease from the donation process.
They will get coffee and cookies, but that’s all they will get.

Mr. Cox. While we are at it, because this is an open and most
public hearing that the American people will pay some attention to,
how often can one donate blood safely?

Mr. AuBucHON. FDA regulations require donation no more fre-
quently than once every 56 days or 8 weeks. That’s based on the
need for the donor to replenish their red cell supply. Other kinds
of donations such as platelets or plasma can be given on a more
frequent basis.

Mr. Cox. You could, if you wanted to be especially public-spir-
ited, donate blood 4 or 5 times a year completely safely.

Mr. AUBUCHON. Indeed, you could donate theoretically up to 6
times a year. Unfortunately, most American donors donate, how-
ever, once or, at most, twice a year. There are a few committed
ones who donate at least a gallon each year, but most do not.
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Mr. Cox. Before I leave this topic, because I just want to make
sure that everyone understands our object here is to encourage peo-
ple to donate blood so that we can increase the blood supply and
avoid the problems that Ms. Sullivan is warning about, a possible
blood shortage for the whole country, what percentage of the eligi-
ble American population is it our best guess currently donates
blood on a regular basis, at least once a year?

Ms. HEINRICH. The best information that we have is that 5 per-
cent of the eligible population is giving once a year.

Mr. Cox. So it’s even worse than voting?

Ms. HEINRICH. Yes.

Mr. Cox. By a lot. And 95 percent of eligible Americans aren’t
yet doing the patriotic thing and donating their blood, and we all
on this panel and all of you on that panel

Mr. UpTON. That’s until we pass campaign finance reform.

Mr. CoX. [continuing] hope that this happens.

Mr. Roslewicz, the Inspector General’s report from 1995, which
I've just again reread, uses the word expedite. And how did that
word get in the report in 19957

Mr. RosLEwICZ. Okay. The process we use when we are con-
ducting an audit is to submit a draft report for comments to the
agency before we finalize it; and FDA, when they responded to our
draft report—we didn’t use the word expedite in the recommenda-
tions. We said FDA should just establish a timeframe.

FDA had already, during the course of our audit, been working
on making some revisions to the error and accident blood reporting
process, so they asked us if we would in our final report use the
word expedite, which would then sort of—mot sort of—it would
show that they were in fact trying to correct the system and make
improvements to it.

Mr. Cox. Was that the Public Health Service?

Mr. RosLEwICZ. It was the Public Health Service. At the time,
Public Health Service was the oversight agency for all of the PHS
agencies. So the Public Health Service Assistant Secretary would
have responded for Food and Drug Administration back in 1995.
Today, FDA would respond themselves to the draft report.

Mr. Cox. So when they reviewed your draft report. They said,
put in the word expedite, which according to its plain English
meaning suggests hurry it up

Mr. RosLEwWICZ. Exactly.

Mr. CoX. [continuing] get it done?

Mr. RosLEwWICZ. From what they told us, they’re already working
on it. They had anticipated getting the proposed regulation out in
November 1995.

Mr. Cox. They wanted this new regulation out because there
were a lot of people that aren’t reporting either promptly or at all
errors and accidents. And by errors and accidents we mean, for ex-
ample, the release of blood units that are repeatedly reactive to
tests indicating, for example, hepatitis or HIV? And we've all un-
derstood from your testimony that this doesn’t happen all the time.
It’s rare that you would have to do a recall.

But in order to determine when a recall is in order, you've got
to have that information. If they don’t send you timely reports,
then FDA cannot function as an oversight agency.
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In order to fix this problem which you’ve identified a half decade
ago, you recommended with the concurrence of the Public Health
Service that the new regulations be expedited, and so they origi-
nally said that they were going to do it many years ago, and now
they’re talking about doing it in 2001. Now, when we live in this
high-tech age where everything changes very, very fast, complex in-
ventions are created and deployed in months, certainly a year or
two would be adequate to do most complex things in our society.

Why is it that the bureaucracy needs nearly half—this would be
more than a half decade by the time they’re done on their sched-
ule—to read the comments and issue the regulation that originally
they said should be expedited to deal with something as important
as the safety of our blood supply?

Mr. RosLEwICcZ. Okay. We have the same question. When we
went back in August of this year, at the request of the committee
to ask that very question, we were told that they had multiple pri-
orities going on at the same time.

Mr. Cox. Did they ever tell you what they were?

Mr. RosLEwWICZ. No, we don’t know what those priorities were.

Mr. Cox. Do you believe the FDA commissioner when she says
that safety of the blood supply is a top priority?

Mr. RosLEwICZ. Do I believe her? Yes, I would certainly believe
her.

Mr. Cox. Even though it’s taken a half decade to get this reg
out?

Mr. RosLEwICZ. This is something—FDA would have to respond
to that better than I can. But my concern would be that, if there
are these priorities, what are they? We would have to go back and
do an audit to get you specific information. But, you know, we have
not audited that specific aspect of what’s happened after the
issuance of our report.

What we do do, though—we have in our organization, in the In-
spector General’s Office, what we call an Orange Book. In this Or-
ange Book are all the unimplemented recommendations that we
have made to the various agencies within our Department. And
this Orange Book repeats these findings and recommendations year
after year until they are either implemented or resolved in some
manner.

This particular report has been carried forth in all of our Orange
Books, which is provided to the Congress as well as to the various
components within our Department. So we do try to follow-up and
make sure that these things don’t fall off the scale. In this par-
ticular case, FDA is going to have to explain to you why it’s taken
so long. I can’t speak for the FDA Commissioner.

Mr. Cox. I thank you. And I thank you, Mr. Chairman.

I especially want to thank our panel for your obvious interest in
this subject, making sure that our blood supply is safe and that it’s
there that we don’t have that shortage next year that Ms. Sullivan
is warning us about.

Mr. UpTON. I would just note for the record that we've invited
the FDA commissioner to come testify this next month when we
continue these hearings.

Mr. Strickland.
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Mr. STRICKLAND. Thank you, Mr. Chairman, and I thank the
panel.

Mr. AuBuchon, during the early 1990’s, primarily we think be-
cause of fear of contacting HIV, we found that many patients and
families of patients contributed blood, for example, prior to surgery
and thereby increased the blood supply. My understanding is that
that practice has fallen off rather dramatically, and I was won-
dering if it was your feeling that we should encourage that kind of
behavior as a way of releasing our supply of blood?

Mr. AUBUCHON. Preoperative blood donation became increasingly
popular as the public’s fears about HIV in the community blood
supply increased from the mid-1980’s through the early 1990’s. Be-
cause of the public’s recognition of the increased safety of the blood
supply, beginning I would think in about the early 1990’s, there
was less motivation for patients to donate blood. It takes consider-
able motivation on the part of a patient to donate blood as they're
preparing for elective surgery.

And I think the understanding that the blood supply today es-
sentially does not carry the risk of transmitting HCV or HIV, that
the public is less interested in doing that. Once the community
blood supply becomes so short that a patient may not be able to
reliably schedule elective surgery, then there will be additional mo-
tivation for autologous donation. Until that happens, I think we
will see a decline in preoperative autologous donation.

Mr. STRICKLAND. The second question for you, Doctor. In your
testimony you talk about a lack of transfusion protocols that clearly
define when a transfusion is appropriate, when it may not be nec-
essary in medical situations. Why is it important that such proto-
cols be developed and who should be responsible for the develop-
ment of such protocols?

Mr. AUBUCHON. Medicine attempts to be science or data driven
as much as possible, and any physician wants to know when he or
she should apply a particular therapy or when it’s not appropriate.
Although I believe I'm up to date on medical literature in terms of
transfusion, when I speak with a surgeon or a physician about
when to transfuse, I almost never have absolute data in my back
pocket to say clearly this situation has been studied and I can show
you precisely that you should take the following course of action.
I usually have to refer to studies that are similar and deal with pa-
tients who are in a similar situation, and we have to make our best
guess jointly.

Sometimes we guess wrong. The physician in charge of the pa-
tient does not want to avoid transfusing a blood component and
risk a very serious outcome when the risk of transfusion is so low.
If T go to a physician and say, if you don’t transfuse this patient,
he will do fine, and the surgeon may ask me what is the risk he
will have a heart attack, and I will say it’s probably very low. He
says, one in a thousand, one in 10,000, what’s the risk in AIDS,
one in a million.

Given those choices, the surgeon is going to transfuse. This will
make the blood supply safer. The surgeon is going to move into
that direction. So we need more data in order to establish a sci-
entific basis for transfusion medicine.
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Mr. STRICKLAND. I think what you’re describing is the practice
of the art of medicine versus the science of medicine, and that’s
why I believe medical decisions need to be made by persons who
are trained physicians, not only in this situation but across the de-
livery of our medical services.

In recent times, medical science has made great advances. And
I'm wondering, in your judgment, are we approaching the point
where blood substitutes may be practical as a way of increasing our
supply and, if so, would you estimate when such practices may be-
come cost-effective so that they could effectively alleviate concern
about shortages?

Mr. AUBUCHON. I gave an hour-long lecture last week on that
topic with 60 slides. I won’t go into that detail for the sub-
committee this morning.

I do not believe that blood substitutes are going to make a major
impact in the near future. There are artificial blood-carrying solu-
tions for fluorocarbons which may be used in some surgical situa-
tions to allow hemodilution immediately before surgery. However,
for most patients, they are likely to save less than a unit of blood.
The hemoglobin-based oxygen carrying solutions have a little fur-
ther to go, I believe, before they are potentially licensable by the
FDA.

The problem is that their source of blood is going to be primarily
human blood. There is not much outdated blood today, and with
loss of hemoglobin in the preparation, there will not be a lot of this
hemoglobin-based oxygen carrier solution available. It will also be
extremely expensive. So I do not see these, quote, unquote, blood
?ubstitutes playing a major role in transfusion therapy in the near
uture.

Mr. STRICKLAND. Thank you.

And, Dr. Heinrich, getting to this issue of preventing individuals
who may have spent 6 months in the UK from donating blood be-
cause of the fear of the human form of the mad cow disease and
given Dr. AuBuchon’s contention that sometimes we focus on the
least effective ways of increasing safety and neglecting others, look-
ing at the loss that we would experience in the blood supply as a
result of that decision, do you think it’s justified and should we
rethink whether or not that’s a good practice?

Ms. HEINRICH. From the data that GAO collected, we found that
there’s an estimate that we would lose about 2.2 percent of units.
It’s our understanding that the various science advisory commit-
tees through FDA and the Public Health Service have said that, in
terms of the science, we don’t have all of the facts yet in terms of
the possible transmission of a new variant CJD. And in terms of
the timeframes, I think that the thinking was that 6 months is rea-
sonable in terms of the kind of time, amount of time that one
would have to have been in the UK.

I think that the Department is also going to be continually moni-
toring this decision. They’re going to be looking at this on a regular
basis, to see if, in fact, there’s a problem with the supply or if
there’s anything new that comes up in terms of science.

Mr. STRICKLAND. Mr. Chairman, could I ask just one quick fol-
low-up with Dr. AuBuchon? Is that an example of where we may
be focusing on an issue that has very minimal risk and thereby
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perhaps not focusing or neglecting to focus on things that could be
done that would have much greater impact on the supply?

Mr. AUBUCHON. Precisely. The risk of transmission of CJD
through the blood supply is clearly there. It’s a potential possi-
bility. It’s my diligent effort to find it amongst individuals who
have come down with new variant CJD and were prior blood do-
nors. No cases of transmission have been found. Yet every year in
this country data from the FDA and data reported to the New York
State Department of Health document that we kill 2 dozen patients
by giving them the wrong unit of blood, yet there’s no discussion
of that.

Mr. STRICKLAND. Thank you. Thank you, Mr. Chairman.

Mr. UptON. Thank you, Mr. Strickland.

As I listen to the testimony—first of all, I appreciate again your
testimony. And I just—the first question off the top of my head
here, Ms. Sullivan, is, as you all through the NBDRC begin to col-
lect monthly data next year, I would appreciate it if you could sup-
ply this committee with your results on a timely basis so we can
continue to monitor this. If that would be possible, it would be ter-
rific.

Ms. SuLLIvAN. Certainly.

Mr. UpTON. I'm a blood donor. But I will confess it has been a
little—when I get over this cold, I've already instructed my staff to
sign me up in Michigan.

Dr. Heinrich, I listened to your testimony. You indicated that
there was not a crisis, we are not in a crisis mode now, but in fact
we are below a comfort level in many regions of the country, and
in some cases, I would suspect that it’s less than a day supply; is
that right? How do those two statements comport instead of con-
flict?

Ms. HEINRICH. What we did is we looked at the overall numbers
and found that, indeed, the decrease has been primarily in the
autologous and directed donations, so that the community supply
for blood overall, the decrease has been about 2.2 percent. We have
heard again anecdotally that there are some regional shortages at
some times of the year and certainly for certain blood types, the
rare types O and B.

But on the other side of the equation is the fact that the ability
of our major blood banking systems, the ability to shift blood from
areas, regions where there are surpluses to areas where there is a
need, seems to have made our system run rather efficiently to meet
the demands.

Mr. UpToN. I know Richard Burr, who is the vice chairman of
this subcommittee, represents North Carolina; and I believe a num-
ber of counties in his district are flooded.

Ms. HEINRICH. Yes.

Mr. UPTON. And I heard a report earlier this week on the news
that, in fact, those areas impacted by the flooding—I suspect they
would include New Jersey and some other places I've seen as
well—have real trouble. And you believe then at this point from
your overview that, in fact, those areas are covered sufficiently in
terms of supply from other parts of the country?



38

Ms. HEINRICH. Our information would say that these national
systems are able to accommodate regions when there is this kind
of shortage.

Mr. UPTON. Mr. Roslewicz, what is the shelf life of a pint of blood
after it’s given until it has to be disposed?

Mr. BiLBRAY. Whole blood.

Mr. RosLEwWICZ. Whole blood? I would have to defer to a doctor.
I don’t know the answer to that question.

Mr. UprON. Dr. AuBuchon.

Mr. AuBUcHON. Whole blood itself can be stored for up to 35
days. Most units of whole blood are separated into red cells and the
plasm. The red cells can be kept for 42 days in the liquid state.

Mr. UpTON. The question, now that we have that answer, is, you
indicated in your testimony that in terms of safety, in essence, only
about 14 percent of the errors were reported in the first 30 days,
Wh}ilc}; means that 85 percent are reported after 30 days; is that
right?

Mr. RosLEwiIcz. That’s correct. As a matter of fact, another 13
percent are reported 6 months or later into years. So you have—
there’s a lot of—and it raises the question of, when you get a report
that is a year old, sort of like getting an audit that is a year old,
what good is it if you haven’t had it when the incident happened,
at least as early as possible, in order to make sure that the blood
establishment took the proper actions to correct the problem.

That’s one of the reasons why I think it’s important that they get
these reports more timely, so that they can in fact make sure that
these Dblood establishments are acting appropriately. There are
close to about 3,000 of them out there. Any one of these 3,000 insti-
tutions could have some kind of an error or accident and it could
happen daily. Without knowing exactly what the accident was and
what actions were taken to correct it, it becomes questionable when
a report comes in a year later as to the value of that.

I realize in their proposal that they issued in September the FDA
is recommending a 45-day maximum reporting period. That’s some-
thing that FDA proposed—we did not give them what we thought
was a reasonable period of time. But the issue you’re raising about
the shelf life is certainly something I think FDA needs to consider
when they’re making a determination.

Mr. UpTON. Do you know, though, if that consideration is going
to be taken into effect with their proposed regs that they're plan-
ning to issue in 1901? Will they be looking at some gauge or stand-
ard to shorten that timeframe in terms of the error rate?

Mr. RosLEWICZ. I hope they would do that. I haven’t talked to
them specifically about how they came up with the 45 days. It was
something we did not do as part of the audit that we are testifying
on today.

Mr. UptON. Okay.

Mr. ROSLEWICZ. So I'm not sure as to what their basis was for
the 45 days.

Mr. UpTON. Mr. Bilbray?

Mr. BIiLBRAY. Yes, Mr. Chairman.

Ms. Sullivan, speaking to the FDA on the process—and I guess
we were just talking about them trying to get their reports and
their status-front loaded so you can respond to them. You know, I
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look at 6 years being called expedited by the FDA and, you know,
you kind of say, well, they were busy doing other things. And I
guess, Dr. AuBuchon, it was probably because they’ve been block-
ing this licensing of blood substitutes as it goes through the proc-
ess.

I want to know when we get into this kind of a situation where
we are being projected with a 2.2 reduction, do we have any strat-
egy or is there any program being brainstormed to how they re-
spond to get the public to respond to the crisis, if the crisis is cre-
ated? And, Doctor, if you want to answer that, I'm sorry, I directed
that to Miss Sullivan, but for any panelist.

Ms. HEINRICH. The Department of Health and Human Services,
the HHS, has recommendations.

First of all, they feel that it’s very important to increase the mon-
itoring, and I think we’ve heard that that is ongoing. There are rec-
ommendations to increase donations from the existing donor pool.
There are recommendations to increase the donor pool since only
5 percent of those eligible are donating now. There are rec-
ommendations to improve donor relations, to develop public service
announcements and to do studies so that we better understand the
incentives for giving blood.

And another one of their recommendations, there are a few oth-
ers, but another one that I think people feel is very important is
to address the economic issues that are facing our blood collection
centers.

Mr. BILBRAY. My biggest concern is that if we really do have a
plan that can be initiated as quickly as possible and to raise the
public awareness—I mean, obviously, we could have—I know a lot
of people would love to see Congress and the administration laid
out on a gurney donating blood, and maybe more than we prefer,
but that kind of public awareness, the ability to kick in that kind
of program high enough, has anybody talked about that kind of
high-profile response?

Ms. SULLIVAN. Certainly. Within the private sector, the American
Association of Blood Banks, also America’s Blood Centers, and in
fact a lot of the individual blood centers themselves have such
plans, but resources are very limited. Obviously, education recruit-
ment campaigns are very important. Plans have been developed
particularly targeted to the younger generations, which is a consid-
erable concern with respect to generating and encouraging new
blood donors. And what is essentially needed are additional re-
sources to support these education and recruitment campaigns.

In addition, there are—there has been a lot of discussion of re-
search activities, additional data collection activities that need to
be undertaken to reduce the knowledge gap. Certainly research in-
volving today’s eligible blood donors, who gives blood, who doesn’t
give blood, why they don’t give blood, how incentives factor into
their blood donation decision, and then certainly the application of
appropriate interventions and the effect of these interven-
tions,these are all issues that we would all love to tackle if the re-
sources were available.

Mr. BILBRAY. I would just ask, when you say resources, that we
traditionally around here always talk spending more money on a
new program rather than tapping into resources that are out there
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already. The public relations and the public information—the pub-
lic awareness potential that exists in this city and the ability for,
you know, representatives from the city to go throughout the entire
Nation on a “weekend” to raise that awareness, but that kind of
coordinated effort, that, you know, popularizing, the whole issue
has never been one—you see the President in foreign countries, but
you don’t see him on the in the West Wing giving blood. It may be
one of those things that we talk about as a way—let’s use this cri-
sis as a way of raising it.

The trouble is, we've got the problem, and, Dr. AuBuchon, we ex-
pose the risk of expanding the universe of blood donors. Is there—
and my question is, is that a higher risk or a lower risk than uti-
lizing those who have been in the United Kingdom and maintain-
ing that pool?

Mr. AUBUCHON. You raise a good question, because whenever we
defer a donor for whatever reason, that donor ultimately has to be
replaced, if the supply is going to be maintained. And particularly
when we are talking about deferring a relatively large proportion,
say 2 percent of the donating population, we will have to replace
them to some extent by new donors.

New donors are known to be the riskiest donors, because they
have not been previously tested for infectious disease markers, and
their reasons for donating may not be as altruistic as the return
repeat donor.

We would like to see the donors that we have donate more fre-
quently, but we realize there are economic pressures, social pres-
sures and the like that not everyone is going to donate every 8
weeks. So we have to balance the risk involved in every decision.

Mr. UpTON. Excuse me just 1 second here. We have a series of
votes. We have only about 4 minutes to go. I'm not one of those
folks to miss votes. We will temporarily stop the proceedings, and
we will come back at quarter of.

[Brief recess.]

Mr. UpToN. I don’t have to set the clock. We've got lively debate
on the House floor. And we have a markup that’s going on in an-
other subcommittee, so members will probably be in and out.

I have a couple more questions that I would like to ask.

One, there’s been a lot of attention with regard to this mad cow
disease, and with the new proposal that’s on the table, which is
going to be implemented, a 6-month exclusion over a period of,
what, 16 years, I guess it is. The estimate has been 2.2 percent in
terms of the drop-off of donors. Do all of you agree that that is
probably about right?

Ms. HEINRICH. When GAO did its data collection, we tried to
verify the numbers of people that go to the UK in any year. And
in terms of the numbers of people—and this was the American Red
Cross survey that gave us the estimate of 2.2, that this new regula-
tion would affect about 2.2 percent of the supply. We think that
that’s pretty reasonable.

What you don’t know, though, is whether people, as this is pub-
licized, how people will really respond to this. Will it increase peo-
ple’s concern and, therefore, they will not donate as they have in
the past?

Mr. UpPTON. One of the—Ms. Sullivan.
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Ms. SULLIVAN. If I could also add.

Mr. UpTON. Let me just clarify, too. When did that—when does
that new regulation hit? Is it soon?

Ms. HEINRICH. Now.

Mr. UpTON. It’s now. And when did it take effect?

Mr. AUBUCHON. Now.

Ms. SULLIVAN. As soon as they can begin.

Mr. UpTON. August 17. Okay. Go ahead. I'm sorry to interrupt.

Ms. SULLIVAN. The Red Cross data, the 2.2 percent primarily ap-
plies to whole blood donations. But it’s also important to realize
that apheresis—there also will be a hit on apheresis donations.
Nine million platelets are transfused in this coun